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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Pa^c I of?) 


Lab; Harrogate 

Biomarker Total Nicotine (ug/24!ir) 
Timepoint: Week I _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic: 

Male 

Female 

Overall 

Male. 

Female 


African American/Black 

N 

0 

, 

1 

I 

2 



MEAN. GEO MEAN 

NA, NA 

7763.260, 2763.260 

2763.260,2763-260 

3.000,3.000 

1.085,0.955 

1.723,1.399 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA. NA 

0.7283,0.5150 

1.2197,0.7042 


MEDIAN 

NA 

2763.260 

2763.260 

3.000 

1.085 

1.600 


MIN, MAX 

NA, NA 

2763.264, 2763.264 

2763.264,2763.264 

3.000, 3.000 

0.570, 1.600 

0570, 3.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.570, 1.600 

0570,3.000 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

2338.360,1614.220 

2471.970, 1584.900 

2419.690,1596.310 

8.960.2.928 

2418, 2092 

5.421,2.442 


SD.SE 

1411.7400,332.7500 

2007.3300,379.3500 

1781.8200,262.7160 

19.7467,3.7318 

1-5197,0.2645 

13.6933,1.7532 


MEDIAN 

2319.820 

1879.750 

2032.230 

2.018 

1.980 

1.995 


MIN, MAX 

22.137, 4893.750 

116.325, 6337.875 

22.137, 6337.875 

0.530, 88.160 

0.800, 7.776 

0.530,88.160 


5%, 95% 

22.137, 4893.750 

152.361,6081.580 

152.361,5830.270 

0.650,63.054 

0.960, 6.825 

0.950,17.248 


BLQ Values Included 

0 

0 

0 

13 

26 

39 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1J70, 1.370 

1.370,1.370 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.370 

1.370 


MIN, MAX 

NA, NA 

NA t NA 

NA.NA 

NA, NA 

1.370, 1.370 

1.370,1.370 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1780.890, 967.177 

1780.890,967.177 

0,810,0.810 

NA, NA 

0.810,0.810 


SD, SE 

NA, NA 

2163.7100, 1249.2200 

2163.7100.1249.2200 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

828.948 

828.948 

0.810 

NA 

0.810 


MIN. MAX 

NA, NA 

256.360, 4257.365 

256.360, 4257.365 

0,810,0.810 

NA, NA 

0.810,0.810 


5%. 95% 

NA, NA 

256.360, 4257.370 

256.360, 4257.370 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

] 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 2 of?) 


Lab: Harrogate 

Biomarker Total Nicotine (ug/24hr) 
Timepoim: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

l^emaie 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

3200.630,3200.630 

3200.630,3200-630 

2.750, 2.750 

0.950,0.905 

1,550, 1.310 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.4101,0.2900 

1.0789,0.6229 


MEDIAN 

NA 

3200.630 

3200.630 

2.750 

0.950 

1.240 


MIN, MAX 

NA, NA 

3200.626,3200.626 

3200.626,3200.626 

2.750,2.750 

0.660,1.240 

0.660,2.750 


5*, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.660,1.240 

0.660,2.750 


BLQ V alucs Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

2363.200,1645.410 

2610.920,1848.080 

2511.830,1764.180 

15.481, 2.628 

2.497,1179 

8.457,2.375 


SD.SE 

1282.6200,302,3160 

2080.6700,400.4240 

17913200,267.0340 

65.3511, 123502 

1.4209, 0.2473 

44,3338.5.6764 


MEDIAN 

2157.760 

2081.690 

2099.050 

1.680 

2.200 

2.150 


Mm, MAX 

10.710,4608.540 

192.780,9552,459 

10.710,9552.459 

0.625, 348.555 

0.750,7.128 

0.625,348.555 


5%, 95% 

10.710,4608.540 

232.320,5810.680 

232.320,5420.360 

0.815, 14.926 

0.915, 6.160 

0.820,7.128 


BLQ Values Included 

0 

0 

0 

17 

30 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

2.340.2.340 

2.340,1340 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 


MEDIAN 

NA 

NA 

NA 

NA 

2.340 

2.340 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

2.340,2,340 

2.340,1340 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

2198.580,744.317 

2198,580,744.317 

1.525,1325 

NA.NA 

1.525,1.525 


SD.SE 

NA, NA 

32S5.3200,1896.7800 

3285.3200,1896.7800 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

457.045 

457.045 

1.525 

NA 

1.525 


MIN, MAX 

NA, NA 

150.672,5988.015 

150.672,5988.015 

1.525, 1.525 

NA, NA 

1.525, 1.525 


5%. 95% 

NA, NA 

150.672,5988.020 

150.672,5988.020 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMAKKER5 OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 3 of ?) 


Lab: Harrogate 

Biomarkec Total Nicotine (ug/24hr) 
Timepoint: Week 3 _ 


Smokers _ _ _Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 


African AtnericaiVBlack 

N 

0 

1 

1 

L 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4888.240, 4888.240 

4888.240,4888.240 

2,910,2.910 

1.559, 1.480 

2.009,1.854 


SD.SE 

NA NA 

NANA 

NA f NA 

NANA 

0.6944,0.4910 

0.9217, 0.5321 


MEDIAN 

NA 

4888.240 

4888.240 

2.910 

1559 

2.050 


MIN, MAX 

NA, NA 

4888.236,4888.236 

4888.236,4888.236 

2.910,2.910 

1.068,2.050 

1.068,1910 


598,9558 

NA NA 

NA NA 

NANA 

NANA 

1.068,1050 

1.068,1910 


UL.Q Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

2835.840,1478.690 

2788.460, 2244.740 

2807.630,1895.780 

3528, 2.502 

2.239.2.082 

2.831,2.265 


SD,SE 

2590.2600,628.2300 

1501.9000,300.3810 

1984.7700, 306.2560 

3.8864,0.7345 

0.8688,0.1512 

2.7602.0.3534 


MEDIAN 

1851.270 

2468.420 

2379.190 

2.125 

2.050 

2.100 


MIN, MAX 

10.061,7734.320 

95.232,5749.170 

10.061,7734.320 

0.750,19.760 

0.940,4.740 

0.750,19.760 


5%, 9598 

10.061,7734.320 

837,200, 5508.020 

288.769,7314.620 

0.750,8.410 

0.990, 3.948 

0.990, 7.224 


BLQ Values Included 

0 

0 

0 

17 

31 

48 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA.NA 

NANA 

1429.2.429 

2.429, 2.429 


SD, SE 

NANA 

NANA 

NA, NA 

NA NA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

1429 

1429 


MIN, MAX 

NANA 

NA, NA 

NA, NA 

NA NA 

2.429, 2.429 

2.429, 2.429 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

1037.780,766.204 

1037.780,766.204 

1.430,1.430 

NANA 

1.430, 1.430 


SD.SE 

NA NA 

1014.2800,5855930 

1014.2800,5855930 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

484.968 

484,968 

1.430 

NA 

1.430 


MIN. MAX 

NA, NA 

420.000, 2208.362 

420.000, 2208.362 

1.430, 1.430 

NA, NA 

1.430, 1.430 


5*. 95% 

NA, NA 

420.000,2208.360 

420.000,2208.360 

NA NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 4 of ?) 


Lab: Harrogate 

Biomarker Total Nicotine (ug/24hr) 

Timepoini: Overall’ 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

3617.380,3617.380 

3617.380,3617.380 

2.887.2.887 

1.198.1.193 

1.761. 1.602 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA. NA 

0.1485,0.1050 

0.9808,0.5663 


MEDIAN 

NA 

3617.380 

3617.380 

2.887 

1.198 

1.303 


MIN, MAX 

NA.NA 

3617.380,3617.380 

3617.380,3617.380 

2.887,2.887 

1.093,1,303 

1.093,2.887 


5*, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

L.093, 1.303 

1.093,2.887 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GKO MEAN 

2520.490, 1688.990 

2531.320, 1843.960 

2527.090,1781.690 

9.323, 3.103 

238S, 2,171 

5.570,2.558 


SD.SE 

1535.5400,361.9290 

1745.0200,329.7770 

1648.5800,243,0700 

26.0718,4.9271 

1.0449,0.1819 

17.8499,2.2854 


MEDIAN 

2405.250 

1934.390 

2046.090 

1.953 

2.223 

2.193 


MIN, MAX 

14.303,5334.180 

162.499,6909.320 

14.303,6909.320 

0.977, 138.186 

0.967,4.729 

0.967, 138.186 


5%, 95% 

14.303,5334.180 

172.571,5294.820 

172.571,5294.820 

1.057,32.968 

0.980,4.724 

1.057,11.448 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

2.046,2.046 

2.046, 2.046 


SD,SE 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

2.046 

2.046 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

2.046. 2.046 

2.046,2046 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

1672.420. 877.450 

1672.420,877.450 

1.255,1.255 

NA, NA 

1.255, 1.255 


SD, SE 

NA.NA 

2152.4900.1242.7400 

2152.4900,1242.7400 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

590.320 

590.320 

1.255 

NA 

1.255 


MIN, MAX 

NA, NA 

275.677,4151.250 

275.677,4151.250 

1.255, 1.255 

NA, NA 

1.255, 1.255 


5%, 95% 

NA, NA 

275.677,4151.250 

275.677,4151.250 

NA, NA 

NA, NA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count gf BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.. , <1.234 1 will be used as ‘1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC’ RACE 

(Page 5o f?) 


Lab; Harrogate 

Biomarken Total Nicotine (nmoP24hr) 

Timenoint: Week I _ 

____ Smokers 

-Ch aracteristic _Statistic Malt Female Overall 


African American/Black 

N 

0 

1 

I 


MEAN, GEO MEAN 

NA, NA 

17035.500, 17035.500 

17035.500, 17035.500 


SD,SE 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

17035.500 

17035,500 


MIN. MAX 

NA.NA 

17035.523,17035.523 

17035.523,17035.523 


5%, 95® 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

Caucasian 

N 

IS 

28 

46 


MEAN, GEO MEAN 

14416.000,9951.700 

15239.700.9770.930 

14917.400,9841.270 


SD.SE 

8703.3800,2051.4100 

12375.2000,2338.7000 

10984.9000,1619.6400 


MEDIAN 

14301.700 

11588.600 

12528.700 


MIN, MAX 

136475, 30169.969 

717.144,39072,999 

136.475,39072.999 


5®, 95® 

136.475, 30170.000 

939.306,37492.900 

939.306,35943.600 


BLQ Values Included 

0 

0 

0 

Native American 

N 

0 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 


SD.SE 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 


MIN, MAX 

NANA 

NA, NA 

NANA 


5%, 95® 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

Other 

N 

0 

3 

3 


MEAN, GEO MEAN 

NA.NA 

10979.200,5962.650 

10979.200,5962.650 


SD,SE 

NA, NA 

13339.3000,7701.4500 

13339.3000,7701.4500 


MEDIAN 

NA 

5110.460 

5110.460 


MIN, MAX 

NA, NA 

1580.459,26246,655 

1580.459,26246.655 


5%, 93% 

NA, NA 

1580.460,26246.700 

1580.460, 26246.700 


BLQ Values Included 

NA 

0 

0 


Non-Smokers 


Male 

Female 

Overall 

1 

2 

3 

18.495, 18.495 

6.689,5.887 

10.624, 8.623 

NANA 

4.4901,3.1750 

7J194.4.3413 

18.495 

6.689 

9.864 

18.495, 18.495 

3J14,9.864 

3.514.18.495 

NANA 

3.514,9.864 

3.514,18,495 

I 

2 

3 

28 

33 

61 

55.236, 18.053 

14.904,11900 

33.417, 15.052 

121.7380.23.0063 

9,3688,1.6309 

84.4189, 10.8087 

12.438 

12.207 

12.299 

3.267,543.506 

4.932,47.939 

3.267,543.506 

4.007,388.728 

5.918,42.076 

5.857, 106.334 

13 

26 

39 

0 

1 

1 

NA NA 

8.446,8.446 

8.446, 8.446 

NA NA 

NANA 

NA. NA 

NA 

8.446 

8.446 

NA NA 

8.446, 8.446 

8.446,8.446 

NA NA 

NA.NA 

NA, NA 

NA 

1 

1 

1 

0 

1 

4.994,4.994 

NANA 

4.994.4.994 

NANA 

NA, NA 

NA, NA 

4.994 

NA 

4.994 

4.994,4.994 

NA, NA 

4.994, 4.994 

NA.NA 

NA, NA 

NA, NA 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS UP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 6 of?) 


Lab: Harrogate 

Biamarken Total Nicotine (nmol/24hr) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

19731.900,19731.900 

19731.900, 19731.900 

16.954, 16.954 

5.857,5.577 

9.556, 8.079 


SD.SB 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

2.5286, 1.7880 

6.6517, 3.8403 


MEDIAN 

NA 

19731.900 

19731.900 

16.954 

5.857 

7.645 


MIN, MAX 

NA, NA 

19731.859.19731.859 

19731.859, 19731.859 

16.954, 16.954 

4.069,7.645 

4.069. 15.954 


5%, 95% 

NANA 

NA, NA 

NANA 

NANA 

4.069,7.645 

4.069, 16.954 


BLQ Values Included 

NA 

0 

0 

I 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN. GEO MEAN 

14569.100.10144.000 

16096.300, 11393.400 

15485.400,10876.100 

95.443, 16.203 

15.394,13.433 

52,138,14.641 


SD, SE 

7907.3400, 1863.7800 

12827.3000,2468.6200 

11043.3000.16462600 

402.8890, 76.1389 

8.7595, 1.5248 

273.3180, 34.9947 


MEDIAN 

13302.600 

12833.600 

12940.600 

10.357 

13.563 

13.255 


MIN, MAX 

66.027,28411.649 

1188.489,58890.910 

66.027, J8890.910 

3.853,2148.842 

4.624,43.944 

3.853,2148.842 


5%, 95% 

66.027,28411.600 

1432.250, 35822.800 

1432.250, 33416.500 

5.024,92.019 

5.641,37.976 

5.055,43.944 


BLQ Values Included 

0 

0 

0 

17 

30 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NANA 

NA, NA 

NA. NA 

NANA 

14.426,14.426 

14.426, 14.426 


SD, SE 

NANA 

NA NA 

NA, NA 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

14.426 

14.426 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

14.426,14.426 

14.426,14.426 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

13554.200,4588.720 

13554.200,4588.720 

9.402,9.402 

NA, NA 

9.402,9.402 


SD, SE 

NANA 

20254.0000,11693.7000 

20254.0000,11693.7000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2817.680 

2817.680 

9.402 

NA 

9.402 


MIN, MAX 

NA, NA 

928.893,36916.112 

928.893, 36916.112 

9.402, 9.402 

NA, NA 

9.402,9.402 


5%. 95% 

NANA 

928.893,36916.100 

928.893,36916.100 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKESS OF EXPOSURE BY HMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACB 

(Page 7 of?) 


Lab: Harrogaie 

Biomarken Total Nicotine (nmol/24hr) 
Tinrepoim: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

i 

2 

3 


MEAN. GEO MEAN 

NA.NA 

30136.000,30136.000 

30136.000.30136.000 

17.940, 17.940 

9.611,9.122 

12.387. 11.429 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

4.2808,3.0270 

5,6821,3.2806 


MEDIAN 

NA 

30136.000 

30136000 

17.940 

9.611 

12.638 


MIN, MAX 

NA, NA 

30135.975,30135.975 

30135,975,30135.975 

17.940,17.940 

6.584,12.638 

6584,17.940 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6584, 12.638 

6.584, 17.940 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

17482.900,9116.140 

17190.800,13838.800 

17309.100,11687.500 

21.752,15.424 

13.806,12,836 

17.453, 13.965 


SD.SB 

15968.9000,3873.0400 

9259.2400,1851,8500 

12236.1000,1888.0700 

23.9596,4.5279 

5.3559,0.9323 

17.0168,2.1788 


MEDIAN 

11413.100 

15217.800 

14667.700 

13.101 

12.638 

12.947 


MIN, MAX 

62.026, 47682.083 

587.105.35443.633 

62,026,47682.083 

4.624,121,820 

5.795,29.222 

4.624,121.820 


5%, 95% 

62.026,47682.100 

5161J40,33957.000 

1780.260, 45094.600 

4.624,51.848 

6.103,24.339 

6.103, 44J36 


BLQ Values Included 

0 

0 

0 

17 

31 

■18 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA. NA 

14.975, 14.975 

14.975, 14.975 


SD.SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

14.975 

14.975 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

14.975,14.975 

14.975, 14.975 


5%, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6397.890,4723.650 

6397.890,4723.650 

8.816 8.816 

NA, NA 

8.816,8.816 


SD.SB 

NA, NA 

6253.0200, 3610.1800 

6253.0200. 3610.1800 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2989.830 

2989.830 

8.816 

NA 

8.816 


MIN, MAX 

NA, NA 

2589.300,13614.552 

2589.300, 13614.552 

8.816 8.816 

NA, NA 

8.816, 8.816 


5%, 95% 

NA. NA 

2589.300.13614.600 

2589.300. 13614.600 

NA, NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OE 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC. RACE 

(Page 6 of 7 ) 


Lab: Harrogate 

biomarken Total Nicotine (nmo!/24br) 
Timepoim: Overall* _ 


Characteristic 


African American/Black 


Caucasian 


Nafive American 


Other 


_ Statistic _ 

N 

MEAN, GEO MEAN 
SD,SE 
MEDIAN 
MIN, MAX 
5%, 95* 

N 

MEAN, GEO MEAN 
SD,SE 
MEDIAN 
MIN, MAX 
5%, 95* 

N 

MEAN, GEO MEAN 
SD,SE 
MEDIAN 
MIN, MAX 
5*, 95* 

N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95* 


Male 


0 

NA,NA 
NA, NA 
NA 

NA, NA 
NA, NA 

18 

15538.800,10412.600 
9466.5800,2231.2900 
14828.400 
88.176,32885.200 
88.176, 32685.200 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 


Smokers 

Female 


I 

22301.100,22301.100 
NA. NA 
22301,100 

22301.100,22301.100 

NA, NA 
28 

15605.600.11368.000 
10758.0000,2033.0800 
11925.500 

1001.810,42596.000 
1063.900,32642.600 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 

3 

10310.400, 5409.470 
13270.1000,7661.4800 
3639.320 

1699.550,25592400 
1699.550,2559240Q 


Overall 


1 

22301.100,22301.100 
NA. NA 
22301.100 

22301.100,22301.100 

NA.NA 

46 

15579.500, 10984.100 
10163.5000.1498.5300 
12614.200 
88,176, 42596.000 
1063.900,32642,600 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 

3 

10310.400,5409.470 
13270.1000.7661.4800 
3639320 

1699-550,25592.400 
1699.550,25592.400 


_ Male _ 

1 

17.796.17.796 
NA. NA 

17.796 

17.796.17.796 
NA, NA 

28 

57.477, 19.128 
160.7330,30 3756 
12042 

6.021, 851.919 
6.514, 203.248 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 

1 

7.737,7.737 
NA. NA 
7.737 

7.737,7.737 
NA, NA 


Non-Smokers 

Female 

2 

7.386,7.357 
0.9129,0.6455 
7386 

6.740,8.031 

6.740,8.031 

33 

14.701, J3.384 
6.4417, 1.1214 
13.707 

5.960,29.152 
6.042 29.125 

1 

12616,12.616 
NA, NA 
12.616 

12616,12.616 
NA, NA 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 


Overall 

3 

10856.9.876 

6.0451,3.4901 

8.031 

6.740.17.796 
6.740, 17.796 

61 

34.336, 15.768 
110.0450,14.0398 
13,522 

5.960, 851.919 
6,514, 70.579 

1 

12616,12.616 
NA, NA 
12616 

12.616,12616 
NA, NA 


7.737.7.737 
NA, NA 

7.737 

7.737.7.737 
NA, NA 


' BLfHe juvi?l by SCr0Si Vhi “ ^ ■V. ubJect ’ lhen calculab S <he Couta of BLQ value, dues not apply as the BLQ values were converted to the upper limit of flat 

BLQfe.g., <1.234 will be used as 1,234} for the averages across visits within a subject thus elimmatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 9 of?) 


Lab: Harrogate 

Biomar ter. Total Nicotine (ug/mg Creaiinia) 
Timcpoint: Week 1 _ 


Characteristic 


Statistic 


___ Smokers _ 

MiUe Female Overall Male 


Non-Smokers _ 

Female _Overall 


African Amen can/ Black 

N 

0 

1 


MEAN, GEO MEAN 

na, na 

1.889, 1.889 


SD.SE 

NA, NA 

NA, NA 


MEDIAN 

NA 

1.889 


MTN, MAX 

NA, NA 

1.889, 1.889 


5 %, 95 % 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

Caucasian 

N 

18 

28 


MEAN. GEO MEAN 

1.996,1.221 

1138, 1.426 


SD.SE 

2,0759,0.4893 

1.5956,0.3015 


MEDIAN 

1.526 

1.792 


MIN, MAX 

0.021,9.353 

0.097,5.798 


5 %, 95% 

0.021,9.353 

0.100,5.254 


BLQ Values Included 

0 

0 

Native American 

N 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NA, NA 


SD, SE 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA.NA 

NA, NA 


5%, 95% 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

Other 

N 

0 

3 


MEAN, GEO MEAN 

NA, NA 

1.116,0.683 


SD.SE 

NA, NA 

1.2789, 0.7384 


MEDIAN 

NA 

0.534 


MIN, MAX 

NA, NA 

0.231,1582 


5%. 95% 

NA, NA 

0.231,1582 


BLQ Values Included 

NA 

0 


1 

1 

2 

3 

1.889, 1.889 

0.001,0.001 

0.001, NA 

0.001, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0006,0.0003 

1.889 

0.001 

0.001 

0.001 

1.889, 1.889 

0.001,0.001 

0.000,0.001 

0.000.0.001 

NA, NA 

NA, NA 

0.000,0.001 

0.000,0.001 

0 

I 

2 

3 

46 

28 

33 

61 

1082,1.342 

0.005, NA 

0.002, 0.002 

0.004, NA 

1.7777,0.2621 

0.01110.0021 

0.0018.0.0003 

0.0078,0.0010 

1.727 

0.001 

0.002 

0.002 

0.021.9.353 

0.000,0.044 

0.001,0.01! 

0.000,0.044 

0.100,5.254 

0,000,0.042 

0.001,0.005 

0.001,0.011 

0 

13 

26 

39 

0 

0 

1 

1 

NANA 

NA, NA 

0.002.0.002 

0.001 0.002 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA 

NA 

0.002 

0.002 

NA, NA 

NA.NA 

0.002,0.002 

0.001 0.002 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA 

NA 

1 

1 

3 

1 

0 

1 

1.116,0.683 

0.001,0.001 

NA, NA 

0.001,0.001 

1.2789,0.7384 

NA.NA 

NA, NA 

NANA 

0.534 

0.001 

NA 

0.001 

0,231,1582 

0.001,0.001 

NA, NA 

0.001,0.001 

0.231,1582 

NA.NA 

NA, NA 

NA, NA 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page lOof?) 


Lab: Harrogale 

Biomarker Total Nicotine (uglmg Creatinin) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

2.190,2.190 

2.190,2.190 

0.001,0.001 

0.001, N A 

0.001, N A 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0006 0.0003 


MEDIAN 

NA 

2.190 

2.190 

0.001 

0.001 

aooi 


MIN, MAX 

NA,NA 

2.190, 2.190 

2190, 2.190 

0.001,0.001 

0.000,0.001 

0.000,0.001 


5*, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.001 

0.000, 0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

1.880, 1.210 

2.070. 1.457 

1.994. 1.352 

0.014, NA 

0.002,0.002 

0.008, NA 


SD.SE 

1.6531,0.3896 

1.7326,0.3334 

1,6848,0.2512 

0.0626, 0.0118 

0.0014,0.0002 

0.0424,0.0054 


MEDIAN 

1681 

1.752 

1686 

0.001 

0.002 

0.002 


MIN, MAX 

0.012,7.451 

0.144,7.495 

0.0)2,7.495 

0-000,0.333 

0.001,0.007 

0.000,0.333 


5 %, 95 % 

0.012,7.451 

0.182,6.431 

0.182,6.431 

0.000, 0.017 

0.001,0.004 

0.001,0.004 


BLQ Values Included 

0 

0 

0 

17 

30 

47 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

0.003,0.003 

0.003,0.003 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0,003 


MIN, MAX 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

0.003, 0.003 


5%, 05% 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.607,0.663 

1.607,0.663 

0.001,0.001 

NA, NA 

0.001,0.001 


SD,SE 

NA.NA 

2,2135, 1.2780 

2.2135, 1.2780 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0639 

0.539 

0.001 

NA 

0-001 


MIN, MAX 

NA, NA 

0.13a 4.152 

0.130, 4.152 

0.001,0.001 

NA, NA 

0.001,0.001 


5%, 95% 

NA. NA 

0.130, 4.152 

0.130,4.152 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC. RACE 

(Page 11 of?) 


Lab: Harrogate 

Biomarker. Total Nicotine (ug/mg Creatimn) 
Tmepoim: Week 3 _ 


Characteristic 



Smokers 



Non-Smoker? 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericaiVBlack 

N 

0 

, 

i 

1 

2 

3 


MEAN. GEO MEAN 

NA, NA 

2.943,2.943 

2.943,2943 

0.001,0.001 

0.001.0.001 

0.001.0.001 


SD.SE 

NA NA 

NANA 

NANA 

NANA 

0.0000,0.0000 

0.0000.0.0000 


MEDIAN 

NA 

2.943 

2943 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

2,943,2.943 

2.943,2943 

0.001,0.001 

0.001.0.001 

0.001,0.001 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.001,0.001 

0.001,0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN. GEO MEAN 

1.814,1.068 

2.318,1.848 

2114,1.480 

0.002, NA 

0.002,0.002 

0.002 NA 


SD, SE 

1.3903,0.3372 

1.3634,0.2727 

1.3802,0.2130 

0.0022 0.0004 

0.0012,0.0002 

0.0017,0.0002 


MEDIAN 

1.553 

2.175 

2056 

0.001 

0.002 

0.002 


MIN, MAX 

0009,4.966 

0,095,5.794 

0.009,5.794 

0.000,0.011 

0.001,0.005 

0.000,0.011 


5*, 95* 

0,009,4.966 

0.55S, 5.392 

0.200, 4.966 

0.000,0.005 

0.001,0.005 

0.000. 0.005 


BLQ Values Included 

0 

0 

0 

17 

31 

48 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.003,0.003 

0.003,0003 


SD, SB 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0.003 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.003,0.003 

0.003,0.003 


5%, 95% 

NA, NA 

NA NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.621,0.985 

1.621,0.985 

0.002,0.002 

NA NA 

0.002 0.002 


SD, SE 

NA, NA 

1.9483, 1.1248 

1.9483,1.1248 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0499 

0.499 

0.002 

NA 

0.002 


MIN, MAX 

NA, NA 

0.494. 3.871 

0.494. 3.871 

0 . 002 . n.no 2 

NA. NA 

0.002,0.002 


5%, 95% 

NA, NA 

0.494,3.871 

0.494, 3.871 

NA, NA 

NA NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY nMEPOlNT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 12 of?) 


Lab: Harrogate 

Biomarker Total Nicotine (ug/mg Creatinin) 

Timepoint: Overall* 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

2.341,2.341 

2.341,2.341 

0.001,0.001 

0.001. NA 

0.001. NA 


SD,SE 

NA, NA 

NA. NA 

NA. NA 

NA. NA 

0.0007.0.0005 

0.0006,0.0003 


MEDIAN 

NA 

2.341 

2.341 

0.001 

0001 

0.001 


MIN, MAX 

NA. NA 

2.341,1341 

2.341,1341 

0.001,0.001 

0.000,0.001 

0.000,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.001 

0.000,0.001 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1.899,1.237 

2.160,1.574 

2.058, 1.433 

0.007. NA 

0.002,0.002 

0.004, NA 


SD.SE 

1.4598,0.3441 

1.4976 0.2830 

1.47210.2171 

0.0235,0.0044 

0.0012.0.0002 

0.0160,0.0020 


MEDIAN 

1.741 

1.849 

1.811 

0.002 

0.002 

0.002 


MIN, MAX 

0,014,6.341 

0.1215.778 

0.014,6341 

0.000,0.126 

0.001,0.006 

0.000,0.126 


5%, 95% 

0.014,6.341 

0.156 5.620 

QL156,5.620 

0.000,0.015 

0.001,0.004 

0.001,0.008 

Native American 

N 

0 

0 

0 

0 

l 

1 


MEAN. GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.003,0.003 

0.003,0.003 


SD.SE 

NA. NA 

NA, NA 

NA.NA 

NA.NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0.003 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

0.003,0.003 

0.003,0.003 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

, 


MEAN, GEO MEAN 

NA, NA 

1.448,0.808 

1.448,0.808 

0.001.0.001 

NA, NA 

0.001,0.001 


SD.SE 

NA. NA 

1.8113,1.0458 

1.8113, 1.0458 

NA. NA 

NA. NA 

NA. NA 


MEDIAN 

NA 

0524 

0524 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

0.285,3.535 

0.285,3.535 

0.001,0.001 

NA, NA 

0.001,0.001 


5%, 95% 

NA, NA 

0.285, 3.535 

0.285,3.535 

NA, NA 

NA, NA 

NA, NA 


* Overall values calculated by fust averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were converted to the upper limit of the 
BI.Q (e.g., '<1 .234' will he used as '1.2.34 1 ) for the averages across visirs within a subject thus eliminntig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Pag: 13 of?) 


Lab: Harrogate 

Biomarker: Total Nicotine (nmol/mg Crcatin) 
Timepoint: Week 1_ 


Characteristic 



Smokets 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Biack 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA. NA 

11.646, 11.646 

11.646,11.646 

0.006,0.006 

0.003, NA 

0.004. NA 


SD.SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

0.0042,0.0030 

0:0035.0.0020 


MEDIAN 

NA 

11.646 

11.646 

0.006 

0.003 

0.006 


MIN, MAX 

NANA 

11.646,11.646 

11,646,11.646 

0.006,0.006 

0.000.0.006 

0.000,0.006 


5%, 95% 

NA NA 

NA, NA 

NA, NA 

NA NA 

0,000,0.006 

0.000,0,006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

12.307,7.529 

13.179,8.793 

12.837,8.275 

0.032, NA 

0.014,0.011 

0,022, NA 


SD.SE 

12.7977, 3.0165 

9.8367,1.8590 

10.9597, 1.6159 

0.0691,0.0130 

0.0111,0.0019 

0.0480,0.0061 


MEDIAN 

9.408 

11.045 

10.644 

0.006 

0.012 

0.012 


MIN, MAX 

0.129,57.661 

0.598, 35.745 

0.129,57.661 

0.000,0.271 

0.006,0.068 

0.000,0.271 


5%, 95% 

0.129,57.661 

0.617, 32.391 

0.617, 32.391 

0.000,0.259 

0.006 0.031 

0.006,0.068 


BLQ Values Included 

0 

0 

0 

13 

26 

39 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NA, NA 

0.012,0.012 

0.012,0.012 


SD.SE 

NANA 

NANA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.012 

0.012 


MIN, MAX 

NANA 

NANA 

NANA 

NANA 

0,012,0.012 

0.012,0.012 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

I 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

6.878,4.210 

6.878,4.210 

0.006 0.006 

NANA 

0.006 0.006 


SD,SE 

NA, NA 

7.8344, 4.5521 

7,8844, 4.5521 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

3.292 

3.292 

0.006 

NA 

0.006 


MIN, MAX 

NA, NA 

1.424.15.918 

1 . 424 ,15918 

0.006,0.006 

NA NA 

0.006,0.006 


5%, 95% 

NANA 

1,424, 15.918 

1.424, 15.918 

NA. NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEP01NT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 14of 2) 


Lai: Harrogate 

Biomarken Total Nicotine (nmol/mgCrcatin) 

Timepoim: Week 2 __ 

_ Smokers _ ' 

-Characteristic_ Statistic _ Male _ Female _Overall_Male 


African Americaoi'Black 

N 

0 

1 

! 

1 


MEAN, GEO MEAN 

NA.NA 

13.501, 13.501 

13.501, 13.501 

0.006.0.006 


SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA. NA 


MEDIAN 

NA 

13.501 

13.501 

0.006 


MIN, MAX 

NA,NA 

13.501,13.501 

13.501,13,501 

0.006,0.006 


54b, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

Caucasian 

N 

18 

27 

45 

28 


MEAN, GEO MEAN 

11,587,7,457 

12,761, 8.981 

12.292,8.337 

0.087, NA 


SD.SE 

10.1915,2.4022 

10.6816,2.0557 

10.3870, 1.5484 

0.3859,0.0729 


MEDIAN 

10.361 

10.801 

10.394 

0.006 


MIN, MAX 

0.074,45.935 

0.888, 46207 

0.074,46.207 

0.000,2.053 


5%, 95% 

0.074,45.935 

1.122,39.647 

1.122,39.647 

0.000,0.105 


BLQ Values Included 

0 

0 

0 

17 


Non-Smokers _ 

Female _overall 


2 3 


0.003, NA 

0.004, NA 

0.0042,0.0030 

0.0035,0.0020 

0.003 

0.006 

0.000,0.006 

0.000.0.006 

0.000,0.006 

0.000, 0.006 

2 

3 

33 

61 

0.013,0.011 

0,047, NA 

0.0087,0.0015 

0.2615,0.0335 

0.012 

0.012 

0.006.0.043 

0.000, 2.053 

0.006,0.025 

0.006,0.025 

30 

47 


Native American 

N 

0 

0 


MEAN, GEO MEAN 

NA.NA 

NA, NA 


SD.SE 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA.NA 

NA, NA 


5%, 95% 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

Other 

N 

0 

3 


MEAN, GEO MEAN 

NA.NA 

9.907,4.084 


SD.SE 

NA.NA 

13.6463,7.8787 


MEDIAN 

NA 

3.323 


MIN, MAX 

NA.NA 

0.801,25.597 


5%, 95% 

NA.NA 

0.801, 25.597 


BLQ Values Included 

NA 

0 


0 

0 

1 

1 

NA,NA 

NA, NA 

0.018,0,018 

0.018,0.018 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

0.018 

0.018 

NA, NA 

NA, NA 

0.018, 0.018 

0.018,0018 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

0 

0 

3 

| 

0 

1 

9.907,4.084 

0.006,0.006 

NA, NA 

0.006.0.006 

13.6463,7.8787 

NA. NA 

NA, NA 

NA, NA 

3.323 

0.006 

NA 

0.006 

0.801,25397 

0.006, 0.006 

NA, NA 

0.006,0.006 

0.801,25397 

NA, NA 

NA.NA 

NA.NA 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(PagelSof?) 


Lab: Harrogate 

Biomarken Total Nicotine (nmol/mg Creatin} 

Timepoint: Week 3 __ 

Smokers 

-Characteristic_Statistic Male Female Overall 


African American/Black 

N 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

18.144,18.144 

18.144,18.144 


SD.SE 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

18.144 

18144 


MM, MAX 

NA, NA 

18.144, 18.144 

18144, 18144 


5%, 95% 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

Caucasian 

N 

17 

25 

42 


MEAN, GEO MEAN 

11.184,6582 

14.289,11.395 

13.032,9.125 


SD.SE 

8.5709,2.0788 

8.4051,1.6810 

8.5088 1.3129 


MEDIAN 

9.387 

13.409 

12.673 


MIN, MAX 

0.055,30.615 

0.586,35.720 

0.035,35.720 


5%, 95% 

0.055,30.615 

3.440,33.242 

1.233, 30.615 


BLQ Values Included 

0 

0 

0 

Native American 

N 

0 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 


SD.SE 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 


MIN. MAX 

NA, NA 

NANA 

NA, NA 


5%, 95% 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

Other 

N 

0 

3 

3 


MEAN, CEO MEAN 

NANA 

9.996, 6.070 

9-996,6.070 


SD.SE 

NA, NA 

12.0112,6.9347 

12.0112, 6.9347 


MEDIAN 

NA 

3.076 

3.076 


MIN, MAX 

NA. NA 

3.046,23,865 

3.046,23.865 


5%, 95% 

NA, NA 

3.046,23.865 

3.046.23.865 


BLQ Values Included 

NA 

0 

0 


Male 


1 

0.006.0.006 

NA.NA 

0,006 

0.006,0.006 
NA. NA 
1 


28 

0.01 l.N A 
0.0135,0.0025 
0.006 

0.000,0.068 
0.000,0.031 
17 


0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 
NA 

1 

0.012,0.012 
NA, NA 
0.012 

0.012, 0.012 
NA, NA 
1 


Non-Smokers 


Female _Overall 


2 

3 

0.006,0.006 

0.006, 0.006 

0.0000,0.0000 

0.0000,0.0000 

0.006 

0.006 

0,006,0.006 

0.006,0.006 

0.006,0.006 

0.006,0.006 

2 

3 

33 

61 

0.013,0.01] 

0.012, NA 

0.0074.0.0013 

0.0106. 0.0014 

0.012 

0.012 

0.006,0.031 

0.000,0.068 

0.006,0.031 

0.000,0.031 

31 

48 

1 

0.018,0.018 

t 

0.018,0.018 

NA, NA 

NA, NA 

0.018 

0.018 

0.018,0.018 

0.018,0.018 

NA, NA 

NANA 

0 

0 

0 

1 

NA NA 

0.012,0.012 

NANA 

NA, NA 

NA 

0.012 

NA.NA 

0.012,0.012 

NA, NA 

NANA 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BYTIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 16 of?) 


Lab: Harrogate 

Biomaiken Total Nicotine (nmol/rr.g Citalic) 
Timetxunt: Overall*___ 


Characteristic 



Smokers 



Non-Smokera 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

14.430, 14.430 

14.430,14.430 

0006, 0.006 

0.004,0.003 

0.005,0.004 


SD.SE 

NA NA 

NANA 

NANA 

NANA 

0.0028,0.0020 

0.0023,0.0013 


MEDIAN 

NA 

14.430 

14.430 

0.006 

0.004 

0.006 


MIN, MAX 

NA, NA 

14,430,14.430 

14.430,14.430 

0.006,0L0O6 

0.002,0.006 

0.002,0.006 


5%, 95% 

NANA 

NA, NA 

NANA 

NA* NA 

0.002,0.006 

0.002,0.006 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

11.710,7.628 

13.315,9.703 

12.687, 8.831 

0.043,0.011 

0.013,0.012 

0.027* 0.011 


SD.SE 

8.9997,2.1212 

9.2329,1.7449 

9.0760,13382 

0.1456,0.0275 

0.0073,0.0013 

0.0990.0.0127 


MEDIAN 

10.731 

11.396 

11.165 

0.009 

0.012 

0.010 


MIN, MAX 

0.086,39.094 

0.753,35.623 

0.086,39.094 

0.002,0.779 

0.006,0,037 

0.002,0.779 


5%, 93% 

0.086,39.094 

0560, 34,649 

0960,34.649 

0.002,0.094 

0.006,0.025 

0.004,0.049 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN. GEO MEAN 

NA, NA 

NA NA 

NA, NA 

NANA 

0.016,0.016 

0.016, 0.016 


SD.SE 

NA, NA 

NA NA 

NA, NA 

NANA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.016 

0.016 


MIN, MAX 

NANA 

NANA 

NA, NA 

NANA 

0.016,0.016 

0.016,0.016 


5%, 95% 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

8.927,4.982 

8.927.4,982 

0.008, 0.008 

NA. NA 

0.008, 0 008 


SD.SE 

NANA 

11.1669,84472 

11.1669, 6l4472 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

3.230 

3.230 

0.008 

NA 

0.008 


MIN, MAX 

NANA 

1.757, 21.793 

1.757,21.793 

0.008,0.008 

NA, NA 

0.008,0.008 


5%, 95% 

NA, NA 

1.757, 21.793 

1.757, 21.793 

NANA 

NA, NA 

NANA 


Overall values calculated by firsr averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.,'<1.234' will be used as '1-234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 17 of T) 


Lab: Harrogate 

Biomarker. Free Nicotine (ug/24hr) 
Timepoint: Week I _ 


Characteristic 



Smokers 



Non-Smokers 


Stall si Ic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN. GEO MEAN 

NA, NA 

2527.230, 2527.230 

2527.230,2527.230 

3.000,3.000 

1.085, 0.955 

1.723,1.399 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.7283,0.5150 

1.2197,0.7042 


MEDIAN 

NA 

2527.230 

2527,230 

3.000 

1.085 

1.600 


MIN, MAX 

NA, NA 

1527.232,2527.232 

2527.232,2527.232 

3.000, 3,000 

0.570,1.600 

0570,3.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.570, 1.600 

0570,3.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1685.190, 1137.840 

1820.790,1038.130 

1767.730,1076.060 

8293, 2.537 

1271,1.978 

5.035,2217 


SD.SE 

1101.8200,259.7020 

1666.1600,314.8740 

1459.0300,215.1220 

19.9975,3.7792 

15568,0.2710 

13.7986, 1.7667 


MEDIAN 

1444.190 

1281.880 

1417.230 

1.619 

1.950 

1.862 


MIN, MAX 

18.048,3521.714 

76.527,5245.860 

18.048,5245.860 

0.530,93.100 

0.800,9.792 

0530,93.100 


5%, 95% 

18.048,3521.710 

83.814,5088.650 

83.814, 4727.380 

0.780, 58.311 

0.960,3.350 

0.950,13.992 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

I 

I 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

1.370, 1,370 

1.370,1.370 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.370 

1.370 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.370, 1.370 

1.370,1.370 


S%, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ V dues Included 

NA 

NA 

NA 

NA 

I 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, geo mean 

NA, NA 

1136.380,740.201 

1136.380,740.201 

0.810,0.810 

NA, NA 

0,810,0.810 


SD.SE 

NA, NA 

1159.0800,669.1970 

1159.0800, 669.1970 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

746.216 

746.216 

0.810 

NA 

0.810 


MIN, MAX 

NA, NA 

222.720,2440.200 

222.720,2440.200 

0.810, 0.810 

NA, NA 

0.810,0.810 


5%, 95% 

NA.NA 

222.720,2440i 200 

22 1720,2440.200 

NA, NA 

NA.NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 18 of ?) 


Lab: Harrogate 

Biomarker: Free Nicotine (tig/24hr) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smoke re 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

, 

1 

2 

3 


MF.AN, GEO MEAN 

NA, NA 

2122.410,2122.410 

2122.410,2122.410 

2.7J0,1750 

0.950,0.905 

1.550,1.310 


SD,SE 

NA NA 

NA. NA 

NA, NA 

NA, NA 

0 4101,0.2900 

1.0789.0.6229 


MEDIAN 

NA 

2122.410 

2122.410 

2750 

0.950 

1.240 


MIN, MAX 

NA, NA 

2122.406,2122.406 

2122.406,2122.406 

2750,2750 

0.660,1.240 

0.660,2.750 


596,9596 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.660,1.240 

0.660,2750 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

IS 

21 

45 

28 

33 

61 


MEAN, GEO MEAN 

1746.580,1234.840 

1895.520, 1203,900 

1835.950,1216.180 

13.339, 2.354 

2411,2124 

7.427. 2.227 


SD.SE 

992.7280,233.9880 

1575.1200,303.1330 

1360.9800,202.8830 

56.7564,10.7260 

1.4081,0.2451 

38.4810,4.9270 


MEDIAN 

1592.530 

1490.080 

1573.750 

1.680 

2200 

2.150 


MIN, MAX 

10.980, 3494.785 

81.312,5904.527 

10.980,5904,527 

0.625, 302.670 

0.750,8514 

0.625,302.670 


5%, 95% 

10.980, 3494.790 

94.792,4764.320 

94.792,4729.200 

0.815,12.512 

0.915,4.585 

0.820, 6.758 


BLQ Values Included 

0 

0 

0 

20 

30 

50 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.950, 1.950 

1.950,1.950 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.950 

1.950 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NANA 

1.950,1.950 

1.950, 1.950 


5%, 95% 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1253.180,338.244 

1253.180,538.244 

1525,1.525 

NANA 

1525,1525 


SD.SE 

NA, NA 

1728.8200,998.1350 

1728.8200,998-1350 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

394.383 

394.383 

1525 

NA 

1525 


MIN, MAX 

NA, NA 

121.910,3243.240 

121,910,3243.240 

1525,1,525 

NANA 

1.525, 1.525 


5%, 95% 

NA, NA 

121.910.3243.240 

121.910.3243.240 

NA.NA 

NA.NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Page 19 of?) 


Lab: Harrogate 

Bio marker Free Nicotine (ug/24hr) 
Tiroepoim: Week 3 _ 


Characteristic 


Statistic 


__ Smokers _ 

Male _ Female _Overall 


Male 


Noo-Smokeia 

Female 


Overall 


African American/Black 

N 

0 

1 


MEAN, GEO MEAN 

NA. NA 

3806.090,3806090 


SD.SE 

NA, NA 

NA.NA 


MEDIAN 

NA 

3806.090 


MIN, MAX 

NA, NA 

3806.085,3806.085 


5%, 95* 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

Caucasian 

N 

17 

25 


MEAN, GEO MEAN 

2172.220, 1008,700 

2026,020,1538.000 


SD.SE 

2176.7000,527.9280 

1189.8900,237.9780 


MEDIAN 

1269.530 

2060.820 


MIN, MAX 

5.450,6614.080 

55.800,4262.175 


5*. 95% 

5.450,6614.080 

438.490, 4138.430 


BLQ Values Included 

0 

0 


1 

1 

2 

3 

3806.090,3806.090 

2.910,2.910 

1.559, 1.480 

2.009,1.854 

NA, NA 

NA, NA 

0.6944,0.4910 

0.9217,05321 

3806.090 

2.910 

1559 

2.050 

3806.085,3806.085 

2.910,2910 

1.068,2.050 

1.068,2.910 

NA, NA 

NA, NA 

1.068,2.050 

1.068,2910 

0 

1 

2 

3 

42 

28 

33 

61 

2085.200.1296.600 

2740,2.120 

2.186,2.040 

2440, 2076 

1638.0000,252.7490 

26284,0-4967 

0.8250,0.1436 

1.8840,0.2412 

1746.430 

1.900 

2.050 

2.030 

5.450,6614.080 

0.750,13.550 

0.940,4.740 

0.750,13.650 

161.699,5668.540 

0.750,7.259 

0.990.3.350 

0.990, 4.740 

0 

21 

32 

53 


Native American 

N 

0 

0 

0 

o 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

NA, NA 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


59b, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

Other 

N 

0 

3 

3 

l 


MEAN, GEO MEAN 

NA, NA 

718.859,616.547 

718.859,616.547 

1.430,1.43 


SD, SE 

NA, NA 

5126830,295.9970 

5126830,295.9970 

NA, NA 


MEDIAN 

NA 

428.560 

428.560 

i.430 


MIN. MAX 

NA.NA 

417.200,1310.818 

417.200.1310.818 

1.430, 1.43 


5%, 95% 

NA, NA 

417.200, 1310.820 

417.200.1310.820 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 


1 

1.735.1.735 
NA.NA 

1.735 

1.735, 1.735 
NA.NA 
1 


0 

NA.NA 

NA.NA 

NA 

NA.NA 
NA, NA 
NA 


1.735, 1.735 
NA.NA 

1.735 

1.735,1.735 
NA, NA 
1 

1 

1.430,1.430 
NA, NA 
1.430 

1.430,1.43U 
NA.NA 
1 
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TABUE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKEKS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 20 of ?) 


Lab: Hasrogae 

Biomarker. Free Nicotine (ug/24hr) 
Timepoint: Overall' _ 


Characteristic 



Smokers 



Noa-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 


African AmericaiVBlack 

N 

0 

I 

I 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

2818.570,2818570 

2818.570,2818.570 

2.887,2.887 

1.19S, 1.193 

1.761, 1.602 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.1485,0.1050 

0.9808,0.5663 


MEDIAN 

NA 

2818.570 

2818,570 

2887 

1.198 

1.303 


MIN, MAX 

NA, NA 

2818.570,2818.570 

2818570, 2818570 

2887,2887 

1.093,1.303 

1,093,2.887 


5%, 95* 

NA, NA 

NA NA 

NANA 

NANA 

1.093,1.303 

1.093,2.887 

Caucasian 

N 

13 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1878.760, 1253.990 

1844.800,1251.150 

1858.090, 1252.260 

8.124,2733 

2.289. 2.099 

4.968,2.369 


SD.SE 

1166.6200,274.9750 

1379.8700.260.7700 

1287.1900. 189.7860 

23.0327,4.3528 

0.9803,0.1706 

15.7428, 2.0157 


MEDIAN 

1786.220 

1574.520 

1696.910 

1.863 

2.223 

2.150 


MIN. MAX 

11.493.3792.220 

85.660,4824.560 

11.493.4824.560 

0.793,121.310 

0.967, 5.163 

0,793, 121.310 


5%. 95% 

11.493,3792.220 

13U.092,4300.000 

130.092, 4297.930 

0.865,33.074 

0.980. 4.270 

0.980.8.342 

Native American 

N 

0 

0 

0 

0 

1 

, 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.685, 1.685 

1.685,1.685 


SD.SE 

NA NA 

NANA 

NANA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.685 

1.685 


MIN, MAX 

NANA 

NA, NA 

NANA 

NA, NA 

1.685,1.685 

1.685,1.685 


5*. 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NANA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

1036.140,676.551 

1036.140,676.551 

1,255, 1.255 

NANA 

1.255,1.255 


SD.SE 

NANA 

1129.7900,652.2830 

1129.7900.652.2830 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

523.053 

523.053 

12255 

NA 

1.255 


MIN, MAX 

NA NA 

253.943,2331.420 

253.943.2331.420 

1.255, 1,255 

NANA 

12255, 1.255 


5%, 95% 

NANA 

253.943,2331.420 

253.943,2331.420 

NANA 

NANA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were convened to the upper limit of the 
BLQ (c.g.. '<1.234' will be used as ’1.234 1 ) for the averages across vis its within a subject thus elinunatig all BLQ values for the overall statistics. 


Projact Nuiber: 12226-8450 Created on 18KAR02 at 08:53 Printed on Tuesday, March 26, 2002 at 2:10 PM 


Page 20 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 






PM3003537601 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 21 of?) 


Lab: Harrogate 

Blomarker: Free Nicotine (nmoI/24hr) 

Timepoim: Week 1 

Characteristic 

_ 


Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


mean, geo mean 

NA.NA 

15580.400,15580.400 

15580.400, 15580.400 

18,495,18.495 

6.689,5.887 

10.624, 8.623 


SD. SE 

NA.NA 

NA.NA 

NA.NA 

NA.NA 

4.4901.3.1750 

7.5194,4.3413 


MEDIAN 

NA 

15580.400 

15580.400 

18.495 

6.689 

9.864 


MIN, MAX 

NA.NA 

15580.385,15580.385 

15580.385, 15580.385 

18.495,18.495 

3314,9.864 

3.514,18.495 


595,9595 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

3.514,9.864 

3.514,18.495 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

10389.200,7014.800 

11225.200,6400.040 

10898.000,6633.910 

51.126,15.638 

14.001. 12193 

31.042,13.669 


SD.SE 

6792.7300, 1601.0600 

10271.9000.1941,2000 

8994.8900,1326.2200 

123.2840,23.2986 

93980, 1.6708 

85.0685. 10.89 IS 


MEDIAN 

8903.460 

7902,810 

8737.190 

9.978 

12022 

11.479 


MIN, MAX 

11L26S, 21711,367 

471.789, 32340.727 

111.266,32340.727 

3.267,573.962 

4.932 60.368 

3.267,573.962 


545,9545 

111.266,21711.400 

516.713,31371,500 

516713,29144.300 

4.809,359.487 

5.918,20.653 

5.857,86,261 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

] 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

8.446, 8.446 

8.446,8.446 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 


MEDIAN 

NA 

NA 

NA 

NA 

8.446 

S.446 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

8.446, 8.446 

8.446,8.446 


5%, 9545 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

7005.770,4563.340 

7005.770,4563340 

4.994,4.994 

NA. NA 

4.994,4.994 


SD, SE 

NA, NA 

7145.7500,4125,6000 

7145.7500,4125.6000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

4600.420 

4600.420 

4.994 

NA 

4.994 


MIN, MAX 

NA, NA 

1373.069, 15043.833 

1373.069, 15043.833 

4.994,4.994 

NA, NA 

4.994,4.994 


545,9545 

NA, NA 

1373.070,15043.800 

1373-070,15043.800 

NA. NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

l 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEP01NT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pig; 22 of ?) 


Lab; Harrogate 

Biomarker Free Nicotine (nmol/24hr) 
Timepoint: Week 2 _ 


Characteristic 


African AmericaVBlark 


Caucasian 


Native American 


Other 


Statistic _ 

N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD.SS 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD,SE 
MEDIAN 
MTN, MAX 
5%. 95% 

BLQ Values Included 


Male 


0 

NANA 

NANA 

NA 

NANA 

NANA 

NA 

18 

10767.600,7612.790 
6120.1700,1442.5400 
9817.950 
67.692,21545.350 
67.692, 21545.400 
0 

0 

NANA 
NA, NA 
NA 

NA, NA 
NA NA 
NA 

0 

NA NA 
NA NA 
NA 

NA NA 
NANA 
NA 


Smokers 

Female 


1 

13084.600. 13084.600 
NANA 
13084,600 

13084.633,13084.633 
NA. NA 
0 

27 

11685.900,7422.060 
9710.6400,1868.8100 
9186.320 

501.288, 36401.409 
584.393, 29372.000 
0 

0 

NANA 
NA, NA 
NA 

NANA 

NANA 

NA 

3 

7725.840,3318.270 
10658.2000,6153.5000 
2431.370 

751.575,19994575 
751.575.19994 600 
0 


_ Overall _ 

1 

13084.600, 13084.600 
NA, NA 
13084,600 

13084,633, 13084.633 
NA, NA 
0 

45 

11318.600,7497.770 
8390,4400,1250.7700 
9702.170 
67.692, 36401.409 
584.393,29155.500 
0 

0 

NANA 

NANA 

NA 

NANA 

NANA 

NA 

3 

7725.840,3318.270 
10658.2000,6153.5000 
2431.370 

751.575,19994575 
751.575, 199946a) 

0 


Male 

I 

16.954, 16.954 
NANA 
16,954 

16.954, 16.954 
NANA 
1 

28 

82,235, 14.512 
349.9030.66.1255 
10.357 

3.853,1865.961 
5.024,77.136 
20 

0 

NA NA 
NANA 
NA 

NANA 

NANA 

NA 

l 

9.402,9.402 

NANA 

9.402 

9.402,9.402 
NANA 
1 


Non-Smokers 

Female 

2 

5.857.5.577 
2.5286,1.7880 
5.857 

4.069,7.645 

4.069.7.645 

2 

33 

14.863,13.094 
8.6807,1,5111 
13.563 

4.624,52.489 
5.641,28.267 
30 


12.022,12022 
NA, NA 
12022 

12022,12022 
NA, NA 


0 

NA NA 
NANA 
NA 

NA, NA 
NANA 
NA 


Overall 


3 

9.556, 8.079 
6.6517, 3.8403 
7.645 

4.069. 16.954 
4.069, 16,954 
3 

61 

45.783, 13.727 
237.2360,30,3749 
13.255 

3,853. 1865.961 
5.055,41.663 
50 

1 

12.022, 12.022 
NANA 
12022 

12022,12022 
NA, NA 
1 

1 

9.402.9.402 
NA NA 
9.402 

9.402, 9.402 
NA NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUK URINE BIOMARKERS OP EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 23 of?) 


Lab: Harrogae 

Biomarkcn Free Nicotine (nmol/24hr) 
Timenoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blade 

N 

0 

I 

I 

I 

2 

3 


MEAN. GEO MEAN 

NA, NA 

23464.500,23464.500 

23464.500,23464.500 

17.940. 17.940 

9.611,9.122 

12.387,11.429 


SD.SE 

NANA 

NANA 

NANA 

NANA 

4.2808. 3.0270 

5.6821,3.2806 


MEDIAN 

NA 

23464.500 

23464.500 

17.940 

9.611 

12.638 


MIN, MAX 

NA, NA 

23464.514,23464514 

23464.514, 23461.514 

17.940, 17.940 

6.584, 12.638 

6.584,17.940 


5%. 95% 

NA, NA 

NANA 

NANA 

NA NA 

6.584, 12.638 

6684,17.940 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN. GEO MEAN 

13391.800,6218.640 

12490.400.9481.790 

12855.200.7993.550 

16.894.13.069 

13.477. 12.579 

15.045. 12.802 


SD, SE 

13419.4000,3254.6800 

7335.6700. 1467.1300 

10098.3000, 1558.2000 

162042.3.0623 

5.0858,0.8853 

11.6147.1.4871 


MEDIAN 

7826.960 

12705.000 

10766.700 

11.714 

12-638 

12.515 


MIN, MAX 

33.599, 40775.803 

344.007,26276.309 

33.599, 40775.803 

4,624, 84.152 

5.795,29,222 

4.624.84.152 


5%, 95% 

33.599,40775.800 

2703 2 90,25513.400 

996.874,34946,500 

4.624, 44.752 

6.103,20653 

6.103,29.222 


BLQ Values Included 

0 

0 

0 

21 

32 

53 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

10.696,10.696 

10.696, 10.696 


SD.SE 

NA, NA 

NANA 

NA. NA 

NANA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

10.696 

10.696 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NANA 

10.696,10.696 

10.696,10.696 


5%, 95% 

NANA 

NA, NA 

NANA 

NA NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

i 

I 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

4431.770,3801.010 

4431.770,3801.010 

8.816,8.816 

NANA 

8.816, 8.816 


SD, SE 

NA NA 

31150.6900, 1824.8200 

3160.6900, 1824.8200 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

2642.070 

2642.070 

8.816 

NA 

8.816 


MIN, MAX 

NANA 

2572.038, 8081.193 

2572.038, 8081,193 

8.816,8.816 

NA, NA 

8.816, 8.816 


5%. 95% 

NANA 

2572.040, 8081.190 

2572.040. 8081.190 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

I 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 24of?) 



Lab: Harrogate 

Biomarken Free Nicotine (nmol/24hr) 
Tiroepoint: Overall*_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Mate 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

17376300,17376500 

17376500,17376500 

17.796.17.796 

7.336,7.357 

10.856,9.876 


SD.SE 

NANA 

NA, NA 

NANA 

NA.NA 

0.9129,0.6455 

6.0451,3.4901 


MEDIAN 

NA 

17376.500 

17376500 

17.796 

7.386 

8.031 


MIN, MAX 

NA.NA 

17376.500,17376500 

17375.500, 17376.500 

17.796,17.796 

6.740, 8.031 

6.740, 17.796 


5*, 95% 

NA.NA 

NA, NA 

NANA 

NA,NA 

6.740, 8.031 

6.740,17.796 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

11582.500.7730.810 

11373.200.7713.350 

11455.100,7720.180 

.50.085,16.847 

14.114,12.938 

30625, 14.605 


SD.SE 

7192.2100,1695.2200 

8506.8800, 1607.6500 

79355300,1170.0300 

141.9970,26.8350 

6.0435,1.0520 

97.0546 12.4266 


MEDIAN 

11012.100 

9706.920 

10461.500 

11.484 

13.707 

13.255 


MIN, MAX 

70.852, 23379.000 

528.091,29743.400 

70.852, 29743.400 

4.891,747.878 

5.960, 31.832 

4.891,747.878 


5%, 95% 

70.852,23379.000 

802.015, 26509500 

802.015,26496.800 

5.331.203.904 

6.042,26.323 

6042,51.426 

Native American 

N 

0 

0 

0 

0 

1 

I 


MEAN, GEO MEAN 

NA. NA 

NA. NA 

NANA 

NA, NA 

10 388,10.388 

10.388,10.388 


SD.SE 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

10.388 

10.388 


MIN, MAX 

NA, NA 

NANA 

NANA 

NANA 

10.388,10.388 

10.388, 10.388 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

6387.790,4170.940 

6387.790.4170.940 

7.737,7.737 

NA, NA 

7.737,7.737 


SD.SE 

NA, NA 

6965.1400, 4021.3200 

6965.1400,4021.3200 

NA NA 

NA NA 

NA. NA 


MEDIAN 

NA 

3224.620 

3224.620 

7.737 

NA 

7.737 


MIN. MAX 

na,na 

1565.560, 14373.200 

1566.560,14373.200 

7.737,7.737 

NANA 

7.737, 7.737 


5%, 95% 

NA, NA 

1565 560,14373.200 

1565560,14373.200 

NA.NA 

NA.NA 

NA NA 


Overall values calculated hy first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values doeH not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234’ will be used as 'I.234 l > for the averages across visits within a subject Ihus eliminatig all BLQ values forthe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 25 of?) 


Lab: Harrogate 

Biomarken Free Nicotine (ugAng Crcatinin) 
Timepoiw: Week I _ 


Characteristic 



Smokers 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1.727,1.727 

1,727,1.727 

0 ,001,0.001 

0 .001. NA 

0.001, N A 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0006,0.0003 


MEDIAN 

NA 

1.727 

1.727 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

1.727,1.727 

1,727, 1.727 

0 .001,0-001 

0 .000,0.001 

0 .000,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0 .000,0.001 

0 .000, 0.001 


BLQ Valoes Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1.564,0.861 

1.625,0.934 

1.601,0.905 

0.005, NA 

0 .002,0.002 

0.003, NA 


SD,SE 

1.9898,0.4690 

1.4811,0,2799 

1.6771,0.2473 

0.0109,0.0021 

0.0022,0.0004 

0.0076,0.0010 


MEDIAN 

1.038 

1.072 

1,072 

0.001 

0.002 

0.002 


MIN, MAX 

0.017, 8.892 

0.050,5,613 

0.017, 8.892 

0.000,0.044 

0.001,0,014 

0.000, 0.044 


5%, 95% 

0.017,8.892 

0071.5.001 

0.071,5.001 

0.000,0.041 

0.001,0.003 

0 .001, 0.012 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Naiive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0 .002,0.002 

0 .002,0,002 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.002 

0.002 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0 .002,0.002 

0 .002,0.002 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Valoes Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

a721,0,523 

0,721,0,523 

0 .001,0.001 

NA, NA 

0 .001,0.001 


SD,SB 

NA, NA 

0.6723,0.3882 

0.6723,0.3882 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0.481 

0.481 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

0,201,1,480 

0.201, 1,480 

0 .001,0.001 

NA, NA 

0 .001,0.001 


5%, 95% 

NA, NA 

0.201, 1.480 

0201,1.480 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 26of?) 


i 

i 


Lab: Harrogate 

Biomauker. Free Nicotine (ug/mg Creaiinin) 
Timepoint: Week: 2 _ 


Characteristic 


African American'Blark 


Caucasian 


Najive American 


Other 




Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

1 

1 

1 

2 

3 

MEAN. GEO MEAN 

NA, NA 

1.452, 1.452 

1.452,1,452 

0.001,0.001 

0.001, NA 

0.001, NA 

SD.SE 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0,0006, 0.0003 

MEDIAN 

NA 

1.452 

1.452 

0.001 

0.001 

0.001 

MIN, MAX 

NA, NA 

1.452, 1.452 

1.452,1,452 

0.001,0.001 

0.000,0,001 

0.000,0.001 

5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.001 

0.000,0.001 

BLQ Values Included 

NA 

0 

0 

1 

2 

3 

N 

18 

27 

45 

28 

33 

61 

MEAN, GEO MEAN 

1.463,0.906 

1.515,0.949 

1.494,0.932 

0.012, NA 

0.002,0.002 

0.007, NA 

SD.SE 

1.5262,0.3597 

1.3601,0.2617 

1.4120,0.2105 

0.0543,0.0103 

0.0014.0,0003 

0.0368.0.0047 

MEDIAN 

1.135 

1.262 

1.262 

0,001 

0.002 

0.002 

MIN, MAX 

0.012,6.916 

0.064,5.630 

0.012,6.916 

0.000,0.289 

0.001,0.008 

0.000,0.289 

5%, 95% 

0.012,0.916 

0.071,4.633 

0,071,4.633 

0.000,0.014 

0.001,0.004 

0.001,0.004 

BLQ Values Included 

0 

0 

0 

20 

30 

50 

N 

0 

0 

0 

0 

1 

i 

MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NANA 

0.003.0.003 

0.003,0.003 

SD.SE 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NANA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0.003 

MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

0.003,0.003 

5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 

BLQ Values Included 

NA 

NA 

NA 

NA 

I 

1 

N 

0 

3 

3 

i 

0 

1 

MEAN, GEO MEAN 

NA, NA 

0.940,0.479 

0.940,0.479 

0.001,0.001 

NANA 

0.001,0.001 

SD.SE 

NA, NA 

1.1481,0.6629 

1.1481, 0.6629 

NA, NA 

NANA 

NA, NA 

MEDIAN 

NA 

0.465 

0.465 

0.001 

NA 

0.001 

MIN, MAX 

NA, NA 

0.105,2.249 

0.105, 2.249 

0.001,0.001 

NA, NA 

0.001,0.001 

5%. 95% 

NA, NA 

0.105,2.249 

0.105,2,249 

NA NA 

NANA 

NA, NA 

BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 27 of?) 


Lab: Harrogalc 

Biomarlcen Free Nicotine (uglmg Crealinin) 
Timepoim: Week 3 _ 


Characteristic 



Smokers 



Non-Smotens 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

2.292,2.292 

2292 2.292 

0.001,0.001 

0.001,0.001 

0.001,0.001 


SD,SE 

NA NA 

NANA 

NANA 

NA NA 

0.0000,0.0000 

0.0000, 0,0000 


MEDIAN 

NA 

2.292 

2292 

0.001 

0.001 

0.001 


MIN, MAX 

NANA 

2.292,2292 

22922292 

0.001,0.001 

0.001,0.001 

0.001,0.001 


5%, 95% 

NANA 

NANA 

NA NA 

NANA 

0.001,0.001 

0.001,0.00! 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

1.392,0.730 

1.713,1.267 

I_S83,1.013 

0.00 LNA 

0.002 0.002 

0.002 NA 


SD.SE 

1.1591,0.2811 

1.1993,0.2399 

1.1797,0.1820 

0.0015,0.0003 

0.0011,0.0002 

0.0013,0.0002 


MEDIAN 

1218 

1.493 

1.471 

0.001 

0.002 

0.002 


MIN, MAX 

0.005a 4.246 

0.056,5.060 

0,005,5.060 

0.000,0.008 

aooi, 0.005 

0.000,0.008 


5%, 95% 

0.005,4.246 

0.357, 4.177 

0.107,4.177 

0.000,0.003 

0.001,0.005 

0.000,0.004 


ELCJ Values Included 

0 

0 

0 

21 

32 

53 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

NANA 

0.002 0.002 

0.002,0.002 


SD, SE 

NANA 

NANA 

NA, NA 

NA. NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA. 

NA 

NA 

0.002 

0.002 


MIN, MAX 

NANA 

NA NA 

NA NA 

NA, NA 

0.002,0.002 

0.002, 0.002 


5%, 95% 

NA NA 

NA, NA 

NANA 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

I 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

1.077,0.792 

1.077,0.792 

0.002,0.002 

NA, NA 

0.002 0.002 


SD, SE 

NA, NA 

1.0580,0.6108 

1.0580,0.6108 

NA, NA 

NA, NA 

NA, NA 


median 

NA 

0.491 

0.491 

0.002 

NA 

0.002 


MTN, MAX 

NANA 

0.441,2298 

0.441,2.298 

0.002 0.002 

NA NA 

0.002 0.002 


5%, 95% 

NA. NA 

0.441,2.298 

0.441,2298 

NA NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 28 of?) 


Lab: Harrogae 

Biomarker Free Nicotine (ug/mg Creatinin) 
Timcpoiiit: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

1.824,1.824 

1.824. 1.824 

0,001,0.001 

0.001. N A 

0.001, NA 


SD, SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0006,0.0003 


MEDIAN 

NA 

1.824 

1.824 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

1.824,1.824 

1.S24, 1.824 

0.001,0.001 

0.000,0.001 

0.000,0.001 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

0.000,0,001 

0.000,0.001 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1,477,0.920 

1.605,1.067 

1.555, 1.007 

0.006, NA 

0.002.0.002 

0.004. NA 


SD, SE 

1.3164,0.3103 

1.2924,0.2442 

1.2887,0.1900 

0.0207,0.0039 

0.0013,0.0002 

0.0141,0.0018 


MEDIAN 

1.237 

1.362 

1.35! 

0.001 

0.002 

0.002 


MIN, MAX 

0.011,5.S66 

0.061,5.434 

0.011,5.866 

0.000,0.111 

0.001,0.007 

0.000,0.111 


5%, 95% 

0.011,5.866 

0.119,4.066 

0.119,4.066 

0.000,0.015 

0.001,0.004 

0.001,0.006 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.002.0.002 

0.002.0.002 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.002 

0.002 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.002,0.002 

0.002,0.002 


5%, 95% 

NA, NA 

NA,NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

0.912,0i627 

0.912,0.627 

0.001,0.001 

NA, NA 

0.001.0.001 


SD, SB 

NA, NA 

0.9548,0.5512 

0.9548,0.5512 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0.462 

0.462 

0.001 

NA 

0.00! 


MIN, MAX 

NA, NA 

0.266,1009 

0.266,2.009 

0.001,0.001 

NA, NA 

0.001, UlOQI 


5%, 95% 

NA, NA 

0.266,2.009 

0,266,2.009 

NA, NA 

NA, NA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count nfBIiJ values dnesnnt apply as the BLQ values were converted to the upperlimitoftbe 
BLQ(e.g., ’<1.234' will be used as '1.234') for the averages across visits wiihin a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 29 of 7) 


Lab: Harrogate 

Bioraarker: Free Nicotine (mnoOmg Crealin) 
Timcpoint: Week 1_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericarkBlack 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

10.647, 10.647 

10.647,10 647 

0.006.0.006 

0.003. NA 

0.004, NA 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA.NA 

0.0042,0.0030 

0.0035,0.0020 


MEDIAN 

NA 

10.647 

10.647 

0006 

0.003 

0.006 


MM, MAX 

NANA 

10.647.10.647 

10.647, 10.647 

0.006 0.006 

0.000.0.006 

0.000,0.006 


5%, 934b 

NANA 

NANA 

NA.NA 

NA, NA 

0.000,0.006 

0.000,0.006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

6! 


MEAN, GEO MEAN 

9.640,5.307 

10.016. 5.757 

9.869,5.576 

0030, NA 

0.013,0.011 

0021, NA 


SD,SE 

12.2671,2.8914 

9.1308,1.7256 

10.3395, 1.5245 

0.0675,0.0128 

0.0137,0.0024 

0.0472,0.0060 


MEDIAN 

6396 

6.606 

6.606 

0.006 

0.012 

0.012 


MIN, MAX 

0.105,54.819 

0.308, 34.604 

0,105,54,519 

0000, 0271 

0.006,0086 

0.000, 0.271 


5%, 95% 

0.105,54.819 

0,438, 30.831 

0.438,30,831 

0.000,0.253 

0.006,0.018 

0.006,0.074 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA,NA 

NANA 

NA, NA 

NANA 

0.012,0.012 

0.012,0.012 


SD.SE 

NANA 

NA NA 

NANA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0,012 

0.012 


MIN, MAX 

NA NA 

NA NA 

NA.NA 

NANA 

0.012,0.012 

0.012,0.012 


5%, 95% 

NA, NA 

NA NA 

NA, NA 

NA, NA 

NANA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

4.443, 3,224 

4.443, 3.224 

0.006,0.006 

NA NA 

0.006,0.006 


sd.se 

NANA 

4.1450,2.3931 

4.1450,2.3931 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2.965 

2.965 

0.006 

NA 

0,006 


MIN, MAX 

NA, NA 

1.299,9.124 

1.239.9.124 

0.006,0.006 

NA, NA 

0.006,0.006 


5%, 95% 

NA NA 

1.239,9.124 

1.239, 9.124 

NANA 

NANA 

NA NA 


BLQ Value j Included 

NA 

0 

0 

1 

NA 

1 
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TABLE J 4.4-8 

DESCRIPTIVE STATISTICS OF 14-HOUR URINE BIOMARKERS OF EXPOSURE BV TIMEPOINTPOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 30 of 1) 


Lab: Harrogate 

Biomarker Free Nicotine (nmol/mg Creatin) 
Tirnepoinit Week 2 _ 


Characteristic 



Smoken 



Non-Smoke is 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Fll ark 

N 

0 

1 

i 

i 

2 

3 


MEAN, CEO MEAN 

NA.NA 

8.952,8.952 

8.952, 8,952 

0.006,0.006 

0.003, NA 

0.004, NA 


SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

0.0042.0.0030 

0.0035,0.0020 


MEDIAN 

NA 

8.952 

8.952 

0.006 

0.003 

0.006 


MIN, MAX 

NA.NA 

8.952, 8.952 

8.952, 8952 

0.006,0.006 

0.000,0.006 

0.000,0.006 


5%, 95% 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

0.000,0.006 

0-000,0.006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

IS 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

9.017,5.588 

9-343,5.852 

9.212,5.745 

0.075, NA 

0.013,0.011 

0.041, NA 


SD,SE 

9.4091,2.2178 

8JS48,1.6137 

8.7049. 1.2977 

0.3349,0.0633 

0.0089,0.0016 

0.2269,0.0291 


MEDIAN 

6,994 

7.780 

7,780 

0.006 

0,012 

0.012 


MIN, MAX 

0.074, 42,637 

0395, 34.709 

0,074, 42637 

0.000, 1,782 

0006, 0.049 

0.000, 1.782 


5%, 95% 

0.074,42.637 

0.438, 28.562 

0.438,28 562 

0.000,0.086 

0.006,0.025 

0.006,0.025 


BLQ Values Included 

0 

0 

0 

20 

30 

50 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.018,0.018 

0.018,0.018 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.018 

0,018 


MIN, MAX 

NA, NA 

na, na 

NA. NA 

NA, NA 

0.018,0.018 

0.018,0.018 


5%, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

5.793,2-952 

5.793,2.952 

0.006,0.006 

NA, NA 

0.006,0.006 


SD.SE 

NA.NA 

7.0781,4,0866 

7.0781, 4,0866 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

na 

2867 

2867 

0.006 

NA 

0.006 


MIN, MAX 

NA, NA 

0.647,13.865 

0.647,13.365 

0,006,0.006 

NA, NA 

0.006,0.006 


5%, 95% 

NA, NA 

0.647.13,865 

0.647,13.865 

NA, NA 

NA, NA 

NA, NA 


BLQ Yalues Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag: 31 of?) 



Lab: Harrogate 

Biomarker. Free Nicotine (ninol/mg Crealin) 


TimeDOinr: Week 3 ..__.......— 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amcrican/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

14.130,14.130 

14.130,14.130 

0.006,0.006 

0.006,0.006 

0.006, 0.006 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

14.130 

14.130 

0.006 

0.006 

0.006 


MIN, MAX 

NA, NA 

14.130,14.130 

14.130, 14.130 

0.006,0.006 

0.006,0.006 

0.006,0.006 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.006,0.006 

0,006,0.006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 


N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

8580,4.502 

10.560,7.809 

9.758, 6.248 

0.009, NA 

0.013,0.011 

0.011, NA 


SD.SE 

7.1459, 1,7331 

7.3937, 1,4787 

7.2729,1.1222 

0.0092,0.0017 

0.0070,0.0012 

0.0082 0.0011 


MEDIAN 

7509 

9.204 

9.066 

0.006 

0,012 

0.012 


MIN, MAX 

0,031,26.177 

0.345,31.195 

0.031,31.195 

0.000,0-049 

0.006,0.031 

0.000,0.049 


5%, 95% 

0.031,26.177 

2.201,25.751 

0.660, 25.751 

0.000,0.018 

0006.0.031 

0.000.0.025 


BLQ Values Included 

0 

0 

0 

21 

32 

53 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0120.012 

0.012,0.012 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0,012 

0.012 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.012,0.012 

0.0120.012 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Oiher 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6.638,4.885 

6,638, 4.885 

0.012,0.012 

NA, NA 

0.0120.012 


SD,SB 

NA, NA 

6.5224 3.7657 

65224.3.7657 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

3.027 

3.027 

0012 

NA 

0,012 


MIN, MAX 

NA, NA 

2.719. 14.167 

2719. 14.167 

0.012,0.012 

NA, NA 

0.012,0.012 


5%. 95% 

NA, NA 

2.719,14.167 

2719,14.167 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 32 erf?) 


Lab: Harrogate 

Biomarkeu Free Nicotine (nmol/mg Croatia) 

Timepoiut: Overall’ 

Characteristic 



Smokers 



Non-Smoke re 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

11.243,11.243 

11.243, 11.243 

0.006,0.006 

0.004,0.003 

0.005,0.004 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NANA 

0.0028,0.0020 

0.0023,0.0013 


MEDIAN 

NA 

11.243 

11.243 

0.006 

0.004 

0.006 


MIN, MAX 

NA, NA 

11.243,11.243 

11.243, 11.243 

0.006,0.006 

0.002,0.006 

0.002,0.006 


5%. 95% 

NA, NA 

NANA 

NANA 

NA, NA 

0.002,0.006 

0.002.0.006 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

9.107,5.684 

9.895,6575 

9.587,6.211 

0.038, N A 

0.013,0.011 

0.024, NA 


SD,SE 

8.1155,1.9128 

7.9677,1.5058 

7.9450, 1.1714 

0.1276,0.0241 

0.0075,0.0013 

0.0867,0.0111 


MEDIAN 

7.627 

8.394 

8.328 

0.007 

0.012 

0.010 


MIN, MAX 

0.070,36.164 

0.373,33.503 

0.070,35.164 

0.000,0.682 

0.006,0.041 

0.000,0.682 


5%, 95% 

0.070,36.164 

0.734,25.067 

0.734, 25,067 

0.002,0.094 

0.006,0.025 

0.004,0.039 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA NA 

NANA 

0.014,0.014 

0.014,0.014 


SD,SE 

NA, NA 

NA, NA 

NANA 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.014 

0.014 


MIN, MAX 

NA, NA 

NA NA 

NANA 

NA NA 

0014, 0.014 

£1014, 0.014 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

5.624, 3.867 

5.624, 3.867 

0.008,0.008 

NA, NA 

0.008,0.008 


SD,SE 

NA, NA 

5.8862,3,3984 

5.8862.3.3984 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

2.850 

2.850 

0.008 

NA 

0.008 


MIN, MAX 

NA, NA 

1.638,12.385 

1,638, 12.385 

0.008,0.008 

NA NA 

0.008,0.008 


5%, 95% 

NA, NA 

1.638, 12.385 

1.638,12.385 

NANA 

NANA 

NANA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.,'<1.234' will be used as '1.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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table 14 . 4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 33 of 7) 


Lab; Hairogare 

Biomarkcn Total Cotinine (ug/24hr) 
Time-point: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

, 

, 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4416.770,4416.770 

4416.770,4416.770 

3.000, 3-000 

1.085,0.955 

1.723, 1.399 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.7283,0.5150 

12197,0.7042 


MEDIAN 

NA 

4416.770 

4416.770 

3.000 

1.085 

1.600 


MIN, MAX 

NA, NA 

4416.768, 4416.768 

4416,768, 44167 68 

3.000,3.000 

0-570 L600 

0570, 3.000 


5%, 95* 

NA, NA 

NA.NA 

NA, HA 

NA, NA 

0.570,1.600 

0.570,3.000 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

4697.130,3151.040 

4817.960.3596.950 

4770.680,3415.400 

7.754,3.536 

3.491,2.546 

5,448,2.960 


SD,SE 

3405.8700, 80(2.7700 

2782.5300,525.8480 

3005.2000, 443.0930 

11.2840,2.1325 

4,1073,0.7150 

8.4193,1.0780 


MEDIAN 

4337.910 

4684.590 

4563.560 

1.985 

2565 

2.265 


MIN, MAX 

44.556,14394.335 

100.100, 10349.625 

44.556,14394.338 

0950,46.593 

0.800,20.150 

0.800,46.593 


5%, 95% 

44,556.14394.300 

720.720,9396410 

720.720, 9396410 

1.030, 31.240 

1.140, 16174 

U 40,23.940 


BLQ Values Included 

0 

0 

0 

10 

21 

31 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

8.631,8.631 

8.631,8.631 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

8.631 

8.631 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

8.631,8.631 

8.631, 8.631 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6683.610,3225.040 

6683.610,3225.040 

1.053, 1.053 

NA, NA 

1.053, 1.053 


SD, SE 

NA, NA 

9032.6000,5214.9700 

9032.6000, 5214.9700 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

1939-840 

1939.840 

L053 

NA 

1.053 


MIN, MAX 

NA, NA 

1011.230, 17099,775 

1011.230, 17099.775 

1.053, 1.053 

NA, NA 

1.053.1.053 


5%, 95* 

NA, NA 

1011,230, 17099.800 

1011.230.17099.800 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page. 34 of ?) 


Lab: Harrogate 

Bioroarlter: TotalCotmine (ugf24hx) 
Timcpoint: Week 2_ 


Characteristic 



Smokers 



Non-Smoke is 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AntericajVBIack 

N 

0 

i 

i 

l 

2 

3 


MEAN, GEO MEAN 

NA.NA 

5103.530,5108530 

5108530,5108530 

2.750,2.750 

1.082 L070 

1.638, 1.466 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.2234,0.1580 

0.9759,05634 


MEDIAN 

NA 

5108.530 

5108530 

2750 

1.082 

1.240 


MIN, MAX 

NANA 

5108.532, 5108.532 

5108532,5108 532 

2.750,2750 

0.924, 1.240 

0.924,2.750 


5%, 05% 

NA, NA 

NANA 

NANA 

NA, NA 

0.924, 1.240 

0.924.2.750 


BFQ Values Included 

NA 

0 

0 

1 

1 

2 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

4529.450,3076.860 

5305.200,4273.210 

4994.900,3747.100 

9.759,3.949 

3.870, 2.904 

6573,3.344 


SD,SE 

2787.8400,657.1010 

3085.6400,593.8320 

29625500,441.6310 

18.4188,3.4808 

3.4189,05952 

12.9481,1,6578 


MEDIAN 

4738.130 

5184.730 

5068,690 

3,216 

2,500 

2.S75 


MIN, MAX 

25.650, 11710.980 

240.900, 16352593 

25.650, 16352593 

0.625, 95.190 

0.750, 13.755 

0525, 95.190 


S'*., 95% 

25.650,11711.000 

980.947, 8761,660 

980.947, 8761.660 

0.820,27.225 

0.915,12760 

0.915,17.978 


BLQ Values Included 

0 

0 

0 

10 

20 

30 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

10.725, 10.725 

10.725,10.725 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

10.725 

10.725 


MIN, MAX 

NA NA 

NANA 

NANA 

NANA 

10.725, 10.725 

10.725. 10.725 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

5394.560,2348.630 

5394560,2348.630 

1525,1,525 

NA, NA 

1525,1.525 


SD, SE 

NA, NA 

7637.3700,4409.4400 

7637.3700,4409,4400 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

1239.350 

1239.350 

1525 

NA 

1.525 


MIN, MAX 

NA.NA 

735.694,14208.645 

735.694,14208.645 

1525,1525 

NA, NA 

1525,1.525 


5%, 95% 

NA, NA 

735.694,14208.600 

735.694,14208.600 

NA NA 

NA, NA 

NA, NA 


BLQ V alues Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 35 of 7) 


Lab: Harrogate 

Biomarken Total Cotinine (ugf24tir) 
Timepoint: Week 3 __ 


Smoltcrc___Non-Smoters 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American'Black 

N 

0 

I 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

4753.000,4753.000 

4753.000.4753.000 

2.910.2.910 

1.559,1.480 

2.009, 1.854 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.6944,0.4910 

0.9217,0.5321 


MEDIAN 

NA 

4753.000 

4753.000 

2,910 

1.559 

2.050 


MIN, MAX 

NA, NA 

4753.001, 4753.001 

4753.001,4753.001 

2.910,2.910 

1.068,2.050 

1.068,2.910 


5% t 95% 

NANA 

NA, NA 

NA.NA 

NA, NA 

1.068,2.050 

1.068,2.910 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

5082.500,3029.690 

5389,880,4609.090 

5265.470,3889.200 

6.864,3.810 

2.877,2.438 

4.707, 2.993 


SD, SE 

3857-0400,935.4700 

2503 5 300,500.7050 

3081X400,475.5390 

9.9827,1.8866 

20788,0.3619 

7.1527,0.9158 


MEDIAN 

3803,840 

5332.210 

5189.440 

2.654 

2450 

2,500 


MIN, MAX 

21.379, 13322.126 

520 428, 10294.830 

21.379, 13322.125 

1.350, 43.940 

0.990, 11.925 

0.990, 43.940 


5%, 95% 

21.379, 13322.100 

1337.500,9606.210 

538.890,10641.300 

1.430,33.930 

1.034,7.144 

1.260,14.104 


BLQ Values Included 

0 

0 

0 

12 

24 

36 

Native American 

N 

0 

0 

0 

0 

1 

I 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

15.268,15.268 

15.268, 15.268 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

15.268 

15.268 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NANA 

15.268,15.268 

15.268,15.268 


5%, 95% 

NA.NA 

NA.NA 

NA NA 

NA. NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

2776.790, 1605.730 

2776.790,1605,730 

1.430,1.430 

NA, NA 

1.430, 1.430 


SD.SE 

NA, NA 

3453.8500, 1994.0800 

3453.8500, 1994.0800 

NANA 

NANA 

NA.NA 


MEDIAN 

NA 

809.248 

809.248 

1.430 

NA 

1.430 


MIN, MAX 

NA, NA 

756.280,6764,87.8 

756280,6764828 

1.430, 1.430 

NA, NA 

1,430, 1.430 


5%, 95% 

NA, NA 

756.280.6764.830 

756.280, 6764.830 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 


Project Number: 12226-8450 Created on 18MAF02 at 08:53 Printed on Tueiday, March 26 , 2002 at 2:10 PM 


P4fl« 35 Of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537616 


TABLE 14.4-8 

DESCRITTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OP EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pagp 3 6 of 7) 


Lab: Harrogate 

Biomarten Total Cotinine (ugt24hr) 

Tiinepotot: Overaif 

Characteiistic 



Sraokera 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA NA 

4759.430,4759.430 

4759,430, 4759.430 

2887, 2,887 

1.242 1.241 

1.790, 1.644 


SD.SE 

NA.NA 

NANA 

NA, NA 

NA.NA 

0.0863.0.0610 

0.9517,0.5495 


MEDIAN 

NA 

4759.430 

4759.430 

2.887 

1242 

1.303 


MIN, MAX 

NA NA 

4759.430,4759.430 

4759.430,4759.430 

2.887,2887 

MSI, 1.303 

1.181,2887 


5%, 95% 

NA NA 

NANA 

NA NA 

NANA 

L181, 1.303 

1.181,2887 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

4774.450,3201.350 

5019.730,4083.070 

4923.750,3712.310 

8.126,4.140 

3.413,2.771 

5.576,3.332 


SD.SE 

3149.I2DO, 742.2560 

26322100,497.4400 

2813.9200, 414.8900 

11.2987,21353 

2.6906,0.4684 

8.1802 1.0474 


MEDIAN 

4549290 

5302.910 

5168.870 

2.795 

2.632 

2658 


MIN, MAX 

30.528, 1314X500 

287.143, 10982.600 

30.528,13142.500 

1.133,48539 

0.967, 11.705 

0.967, 48.539 


5%, 95% 

30.52S, 13142,500 

1109.300.9136210 

1041.970,9136210 

1.193, 30.177 

1.167,11.360 

1.193.21.198 

Native American 

N 

0 

0 

0 

0 

| 

1 


MEAN. GEO MEAN 

NA, NA 

NANA 

NA.NA 

NANA 

11.541,11.541 

11.541,11.541 


SD.SE 

NA NA 

NANA 

NANA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

11.541 

11.541 


MIN, MAX 

NANA 

NANA 

NA.NA 

NANA 

11.541, 11.541 

11.541,11.541 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA.NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

l 


MEAN, GEO MEAN 

NA NA 

4951,660,2414640 

4951.660,2414640 

1.336, 1,336 

NANA 

1.336,1.336 


SD.SE 

NANA 

6707.1200,38723600 

6707.1200,38723600 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

1329.480 

1329.480 

1336 

NA 

1.336 


MIN, MAX 

NA, NA 

834.401,12691.100 

834.401, L 2691.100 

1,336,1.336 

NANA 

1.336, 1.336 


5%. 95% 

NANA 

834401, 12691.100 

834401, 12691.100 

NANA 

NANA 

NA NA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does net apply as the BLQ values were converted to the upper limit of the 
BLQfo.g,, '<1.234'will be used as '1.234') for the averages across visits within a subject thus climinalig all BLQ values fonhe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 37 of 7) 


Lab: Harrogate 

Biomarker: Total Cotinine (nmoI/24hr) 
Timepoint: Week 1 _____ 


Characteristic 



Smokers 



Ncm-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

i 

3 


MEAN. GEO MEAN 

NANA 

25065.200,25065.200 

25065.200, 25065.200 

17,025, 17.025 

6.158,5.420 

9.780, 7.937 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

4.1330,2.9225 

69216,3.9962 


MEDIAN 

NA 

25065.200 

25065.200 

17.025 

6158 

9.080 


MIN, MAX 

NA, NA 

25065.158,25065.158 

25065.158,25065.158 

17.025,17.025 

3.235,9.080 

3.235, 17.025 


5%, 95% 

NA NA 

NANA 

NA NA 

NANA 

3,235, 9.080 

3.235, 17.025 


BLQ Values Included 

NA 

0 

0 

l 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

26656.200,17882,100 

2734L900,20412.700 

27073,600,19382.400 

44.006,20.069 

19.810,14.448 

30.916,16.801 


SD.SE 

19328.3000,4555.7200 

15790.8000,2984.1900 

17054.5000,25145500 

64.0366,12.1018 

23.3090,4.0576 

47.7795,6.1175 


MEDIAN 

24617.600 

26585.100 

25898.200 

11.265 

14.556 

12.854 


MIN, MAX 

252.855,81687.868 

568.068,58734,122 

252.855, 81687.868 

5.391,264.415 

4.540,114.351 

4.540,264.415 


5%, 95% 

252.855,81687-900 

4090.090,53324.600 

4090.090,53324.600 

5.845,177.287 

6.470,91.787 

5470, 135.860 


BLQ Values Included 

0 

0 

0 

10 

21 

31 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

48.981, 48.981 

48.981, 48.981 


SD, SE 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

48.981 

48.981 


MIN, MAX 

NA, NA 

NANA 

NANA 

NA, NA 

48.981,48.981 

48.981, 48.981 


5%, 95% 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 


BLQ Values Inclined 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO mean 

NA, NA 

37929.500,18302.100 

37929.500, 18302.100 

5.976,5.976 

NANA 

3.975 5.976 


SD, SE 

NANA 

51260.0000, 29595.0000 

51260.0000, 29595.0000 

NANA 

NA NA 

NA NA 


MEDIAN 

NA 

il008.600 

11008.600 

5.976 

NA 

5.976 


MIN. MAX 

NANA 

5738.730.97041.223 

5738.730.97041.223 

5.976,5.976 

NA, NA 

5.976 5.976 


5%, 95% 

NANA 

5738.730,97041.200 

5738.730,97041.200 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 38 of 1) 


Lab; Harrogate 

Bfc>m arken Total Cotinine <nmoI/24hr) 
Timepomt: Week 2 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Anierican/Blacic 

N 

0 

i 

1 

i 

2 

3 


MEAN. GEO MEAN 

NA, NA 

28990.900,28990.900 

28994900, 28990.900 

15.606,15.606 

6.141,6.075 

9.296,8.320 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.2678,0.8965 

5.5380,3.1973 


MEDIAN 

NA 

28990.900 

28990.900 

15.606 

6.141 

7.037 


MIN, MAX 

NA, NA 

28990.919,28990.919 

28990.919,28990.919 

15.606, 15.606 

5.244,7.037 

5.244, 15.606 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

5.244,7.037 

5.244, 15.606 


BLQ Values Included 

NA 

0 

0 

i 

1 

2 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

25704.700, 17461.200 

30107.000,24250.500 

28346.100,21264.800 

55.383,22.413 

21.961,16.480 

37.303, 18.978 


SD, SE 

15821.0000,3729.0500 

17511.0000,3370.0000 

16812.5000,2506.2600 

104.5260, 19.7536 

19.4022,3.3775 

73,4805,9.4082 


MEDIAN 

26888.900 

29423.400 

28764.800 

18.251 

14.188 

16.316 


MIN, MAX 

145.564,66459.812 

1367.108,92800.965 

145.564,92800.965 

3.547,540.203 

4,256, 78.060 

3.547,540.203 


5%, 95* 

145.564,66459-800 

5566.870,49722.400 

5566.870, 49722.400 

4654, 154,502 

5.193. 72.413 

5.193, 102.025 


BLQ Values Included 

0 

0 

0 

10 

20 

30 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

60.864,60.864 

60.864, 60.864 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

60.864 

60.864 


MIN. MAX 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

60.864.60.864 

60.864.60.864 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

30614.100,13328.500 

30614.100,13328.500 

8.654,8.654 

NA, NA 

8.654, 8.654 


SD, SE 

NA, NA 

43342.1000.25023.6000 

43342.1000, 25023.6000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

7033.320 

7033.370 

8.654 

NA 

8.654 


MIN. MAX 

NA. NA 

4175.063, 80634.060 

4175.063,80634.060 

8.654, 8.654 

NA.NA 

8.654, 8.654 


5%, 95% 

NA, NA 

4175.060, 80634.100 

4175.060, 80634.100 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-6 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Pigs 39 of 7} 


Latr Harrogate 

Biomarker Total Cotinine (nmol/24hr) 



Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

i 

i 

i 

2 

3 


MEAN. GEO MEAN 

NA NA 

26973,300,26973.300 

26973.300,26973.300 

16.514, 16.514 

8.848,8.397 

11.403,10.521 


SD,SE 

NANA 

NANA 

NANA 

NA NA 

3.9407,2.7865 

5.2303,3.0197 


MEDIAN 

NA 

26973.300 

26973.300 

16.514 

8.848 

11.634 


MIN, MAX 

NA, NA 

26973.281,26973.281 

26973.281, 26973.281 

16.514, 16.514 

6.061, 11.634 

6061,16.514 


5%. 93% 

NA, NA 

NA, NA 

NANA 

NA, NA 

6061. 11.634 

6.061, 16.514 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 


N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

28843.200, 17193.500 

3O587.60a26156.SOO 

29881.500,22071,200 

38.951,21.619 

16.329, 13.838 

26.713, 16.983 


SD.SE 

21888.7000,5308.7900 

14207,5000,28413000 

17489,5000,2698.6800 

56.6519, 10.7062 

11.7969,2.0536 

40.5914,5.1972 


MEDIAN 

21586.800 

30260.300 

29450.100 

15,062 

13.904 

14.188 


MIN, MAX 

121.326,75603.065 

2953.429,58423.160 

121.326,75603.065 

7.661,249.360 

5.618.67.674 

5,618.249.360 


5%, 95% 

121.326, 75603.100 

7590.290,54515.200 

3058.200,60389.500 

8.115,192.553 

5.868,40542 

7.151,80.040 


BLQ Values Included 

0 

0 

0 

12 

24 

36 


N 

0 

0 

0 

0 

l 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

86.646, 86.646 

86.646, 86.646 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

86 646 

86.646 


MIN, MAX 

NANA 

NA, NA 

NANA 

NA, NA 

86.646.86.646 

86.646,86646 


S%, 95% 

NANA 

NANA 

NA NA 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

15758.300 9112.540 

15758.300,9112.540 

8.115,8.115 

NA, NA 

8.115,8.115 


SD, SE 

NA NA 

19600.6000,11316.4000 

19600.6000, 11316.4000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

4592.480 

4592.480 

8.115 

NA 

8.115 


MIN, M AX 

NA NA 

4291.889,38390.399 

4291.889,38390.399 

8.115,8.115 

NANA 

8.115,8.115 


5%, 95% 

NA, NA 

4291,890,38390.400 

4291.890,38390.400 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 40 of?) 


Lab: Hanogate 

Biotnarker. Total Cotinine (nmoiy24hr) 

Timeooiilt: Overall" 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Mate 

Female 

Overall 

African American/Black 

N 

0 

, 

i 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

27009.800, 27009.800 

27009.800.27009.800 

16.382, 16.382 

7,049.7.040 

1ft 160,9.329 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.4872,0.3445 

5.3997,3.1175 


MEDIAN 

NA 

27009.800 

27009,800 

16.382 

7.049 

7.393 


MIN, MAX 

NA.NA 

27009.800, 27009.800 

27009.800,27009.800 

16.382,16.382 

6.704,7.393 

6.704,16382 


5%, 95* 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

6.704,7.393 

6.704, 16.382 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

27095.000,18167.700 

28487.000,23171.400 

27942,300,21067.400 

46.113,23.493 

19.367.15.726 

31.644,18.908 


SD.SE 

17871.3000,4212.3000 

14937.8000,2822.9700 

15969.0000,23545000 

64.1202, 12.1176 

15.2687,2.6579 

46.4228, 5.9438 


MEDIAN 

25817.200 

30094.000 

29333.300 

15.859 

14.935 

15.082 


MIN, MAX 

173.248,74583.600 

16295 40,62212.600 

173.248,74583.600 

6.432, 275.461 

5.486,66.424 

5.486,275.461 


5*, 95* 

173.248,74583.600 

6295.300,51348.000 

5913.160,51848.000 

6.772,171.255 

6.621,64.466 

6.772,120.299 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

65.497,65.497 

65.497,65.497 


SD.SE 

NA.NA 

NA, NA 

NANA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

65.497 

65.497 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA. NA 

65.497, 651497 

65.497,65.497 


5%, 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NA, NA 

28100 600,13703.100 

28100.600,13703.100 

7582,7.582 

NANA 

7.582,7.582 


SD.SE 

NA.NA 

38062.9000,21975.6000 

38062.9000,21975.6000 

NA, NA 

NA NA 

NA NA 


MEDIAN 

NA 

7544.790 

7544.790 

7.582 

NA 

7,582 


MIN, MAX 

NA, NA 

4735.230,72021,900 

4735.230,72021.900 

7.582,7.582 

NANA 

7.582.7.582 


5*. 95* 

NA. NA 

4735.230,72021.900 

4735.230, 72021.900 

NA, NA 

NANA 

NA NA 


* Overall values calculated by fitst averaging the insults across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQfe.g., '<1.234' willbeusedas '1.234') for the averages across visits within a subject thus eliminadg all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 41 of 7) 


Lab: Harrogale 

Biomarker Total Cotinine (ugtag Crealinin) 
Timepoint: Week 1 _ 


Char acteri Stic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmcricsnVBlack 

N 

0 

I 

i 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

3.019,3.019 

3.019, 3 019 

0 .001.0.001 

0.001, NA 

0.001, NA 


SD.SE 

NA, NA 

NANA 

NA. NA 

NANA 

0.0007,0.0005 

0.0006,0.0003 


MEDIAN 

NA 

3.019 

3.019 

0.001 

0.001 

0.001 


MTN, MAX 

NA, NA 

3.019,3.019 

3.019,3.019 

0 .001,0.001 

0 .000, 0.001 

0 .000,0.00! 


5%, 95% 

NA NA 

NA, NA 

NA NA 

NA, NA 

0 .000,0.001 

0 .000,0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

3.409,2.384 

4319,3.236 

3.963,2871 

0.005, NA 

0.003,0.002 

0.004, NA 


SD.SE 

2.1337,0.5029 

2.3375,0.4417 

2.2804,03362 

0.0076,0.0014 

0.0034,0.0006 

0.0058,0.0007 


MEDIAN 

3.233 

4.312 

3.935 

0.001 

0.002 

0.002 


MIN, MAX 

0.042, 8.403 

0.083,8.958 

0.042, 8.958 

0.000,0.033 

0.001,0,015 

0.000,0.033 


5%, 95% 

0.042, 8.403 

0.473,8.183 

0.473,8.183 

0 ,001,0.021 

0.001,0.014 

0.001,0.015 


BLQ Values Included 

0 

0 

0 

10 

21 

31 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA.NA 

NA NA 

0 .010,0.010 

0 .010,0.010 


SD.SE 

NANA 

NANA 

NA, NA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.010 

0.010 


MIN, MAX 

NA NA 

NA, NA 

NANA 

NA NA 

0 .010,0.010 

0 .010,0.010 


5%, 95% 

NANA 

NANA 

NANA 

NANa 

NANA 

NANA 


Rl .Q Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

4,178,2.280 

4.178,2280 

0 .001,0.001 

NANA 

0 .001,0.001 


$D, SE 

NA NA 

5.3657,3.0979 

5.3657, 3.0979 

NA.NA 

NA NA 

NA, NA 


MEDIAN 

NA 

1.251 

1.251 

0.001 

NA 

0.001 


MIN, MAY 

NA NA 

0.913, 10.371 

0913, 10.371 

0 .001, 0.001 

NA, NA 

0 .001,0.001 


5%. 95% 

NA. NA 

0.913.10.371 

0.913,10.371 

NANA 

NANA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSU RE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 42 of 7) 


Lab: Harrogate 

Biomarkcr Total Codtiine (ugfatg Cteatinin) 
Timepoint: Week 2_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Ain ran Anterican/Blade 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

3 . 495 , 3.495 

3.495,3.495 

0.001,0,001 

0 . 001 , 0.001 

0.001,0-001 


SD.SE 

NA, NA 

NANA 

NANA 

NANA 

0 . 0000 , 0.0000 

0.0000,0.0000 


MEDIAN 

NA 

3.495 

3.495 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

3.495.3.495 

3.495,3.495 

0.001,0.001 

0 . 001 , 0.001 

0.001,0,001 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

0 . 001 , 0.001 

0.001, Q.OOl 


BLQ Values Included 

NA 

0 

0 

1 

1 

2 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

3.265,2.263 

4.223, 3.366 

3.840,2.873 

0.007, NA 

0.003,0.002 

0.005, NA 


SD.SE 

1.9738.0.4652 

2.6240,0.5050 

2.4081,0.3590 

0.0170, 0.0032 

0.0023,0.0004 

0.0117,0.0015 


MEDIAN 

2.968 

3.831 

3.720 

0.002 

0.002 

0.002 


MIN, MAX 

0.029,7,522 

0.240, 12.831 

0.029,12.831 

0 . 00 a 0.091 

0.001,0.009 

0.000,0.091 


5%, 95% 

0.029,7.522 

0.768, 8.239 

0.690, 8.058 

0.001,0.015 

0.001,0.008 

0.001,0.009 


RT jQ V alues Included 

0 

0 

0 

10 

20 

30 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA NA 

NA NA 

NANA 

0.015,0.015 

0.015,0.015 


SD.SE 

NANA 

na,na 

NA, NA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.015 

0.015 


MIN, MAX 

NA NA 

NA NA 

na,na 

NA, NA 

0.015,0.015 

0.015,0.015 


5%, 95% 

NA, NA 

NANA 

NANA 

NA NA 

NA NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

3.984, 2.092 

3.984, 2.092 

0.001,0.001 

NANA 

aooi.aooi 


SD, SE 

NA NA 

5.0997,2.9443 

5.0997, 2.9443 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

1.462 

1.462 

aooi 

NA 

0.001 


MIN, MAX 

NANA 

0 636, 9.853 

0.636.9.853 

0 . 001 , 0.001 

NA, NA 

0.001.0.001 


5%, 95% 

NANA 

0.636,9.853 

0.636,9.853 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 43 Of?) 


Laft Harrogate 

Biomarken Total Cocinine (ug/mg Creatinin) 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericaitfBlack 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1861 2,862 

18611862 

0 .001,0.001 

0 .001,0.001 

0 .001,0.001 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

2.862 

2.862 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

1862,2.862 

2.862, 2.862 

0 .001,0.00! 

0 .001,0.001 

0 .001,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0 .001,0.001 

0 .001,0-001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

3.363,1188 

4.493,3.795 

4.036,3.037 

0.004,0.002 

0.003,0.002 

0,003,0.002 


SD,5E 

2,1802,0.5288 

13803,0.4761 

13424,0.3614 

0.0056,0.0011 

0.0018,0.0003 

0.0040,0.0005 


MEDIAN 

1961 

3.958 

3-754 

0.002 

0.002 

0.002 


MIN, MAX 

0.019,7.284 

0.518,10-517 

0.019,10517 

0.001,0.025 

0.001,0.008 

0.001,0.025 


5%, 95% 

0.019, 7.284 

0.8919.415 

0.891 8.316 

0.001.0.019 

0.001,0.007 

0.001,0.008 


BLQ Values Included 

0 

0 

0 

12 

24 

36 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0 .020,0.020 

0 .020, 0.020 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.020 

0.020 


MIN. MAX 

NA. NA 

NA.NA 

NA,NA 

NA, NA 

0 .020,0.020 

0 .020,0.020 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

I 


MEAN, GEO MEAN 

NA, NA 

4.527,1063 

4,527,2.063 

0.001 0,002 

NA, NA 

0 .002,0.002 


SD.SE 

NA, NA 

6.3498, 3.6660 

6,3498,3.6660 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

0.890 

0.890 

0.002 

NA 

0.002 


MIN, MAX 

NA, NA 

0.832,11.859 

0.831 11.859 

0 .002,0.002 

NA, NA 

0 .002,0.002 


5%, 95% 

NA, NA 

0.832,11.859 

0.832, 11.859 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 44 of?) 


Lab: Harrogate 

Biomarker. Total Cotinine (ug'mg Creatinin) 

TimeDoir.t; Overall' 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

, 

2 

3 


MEAN. GEO MEAN 

NA.NA 

3.125, 3.125 

3.125,3.125 

0 .001,0,001 

0 .001,0.001 

0 .001.0,001 


SO, SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0 .0000,0.0000 

0 .0000,0.0000 


MEDIAN 

NA 

3.125 

3.125 

0.001 

0.001 

0-001 


MIN, MAX 

NA, NA 

3.125,3.125 

3.125,3.125 

0 .001,0.001 

0 .001,0.001 

0 .001,0.001 


5%, 93% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0 .001,0.001 

0 .001,0.001 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

3.344, Z 331 

4340,3.506 

3,95ft 2989 

ft005, 0.003 

ft003,0.002 

d004] 0,002 


SO, SE 

2.0124,0.4743 

2.3432,0.4428 

2.2508,0.3319 

0.0086,0.0016 

0.0022,0.0004 

0.0061,0.0008 


MEDIAN 

3.191 

4.104 

3.840 

0.002 

0.002 

0.002 


MIN. MAX 

0030,7.123 

0.280, 8.923 

Q03U 8923 

0.001, 0.042 

0 .001, Q.0I0 

0001,0.042 


5%, 95% 

0.030, 7.123 

0.733,8.810 

0.733,8,763 

0,001,0.018 

0.001,0.009 

0 ,001,0.010 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

0.015,0.015 

0,015,0.015 


SD, SE 

NA,NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.015 

0.015 


MIN, MAX 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

0.015,0.015 

0.015,0.015 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

4.230,2.174 

4.230,2174 

0 .001,0.001 

NA.NA 

0 .001,0.001 


SD, SE 

NA, NA 

5.6013,3,2339 

5.6013,3.2339 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

1.182 

L182 

0.001 

NA 

0 D01 


MIN, MAX 

NA, NA 

0.813,10,694 

0.813,10.694 

0 .001,0.001 

NA, NA 

aooi.o.ooi 


5%, 95% 

NA, NA 

0.813,10.694 

0.813,10.694 

NA, NA 

NA, NA 

NA, NA 


* Overall values calculated by Erst averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1,234' will be used as '1.2341 for the averages across visits within a subject thus eliminatig all BLQ values forthe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 45 of?) 


Lab: Harrogate 

Biomarker, Total Cotinine (nmoVmg Creatin) 
Time point: Week I __ 


Characteristic 


Statistic 


African American/Blaek N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ V alues Included 


Caucasian N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 

Native American N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 


Smokers_ __ Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

0 

i 

1 

i 

2 

3 

NA.NA 

17.133,17,133 

17.133,17.133 

0,006,0.006 

0.003, NA 

0.004, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0042, 0.0030 

0.0035,0.0020 

NA 

17.133 

17,133 

0.006 

0.003 

0.006 

NA, NA 

17.133,17.133 

17.133,17.133 

0.006,0.006 

0,000, 0.006 

0.000.0-006 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

0.000. 0.006 

0.000,0.006 

NA 

0 

0 

1 

2 

3 

18 

28 

46 

28 

33 

61 

19.34), 13.527 

24.512,18,365 

22.489,16,294 

0.027, NA 

0.017,0.013 

0.022, NA 

12.1086,2.8540 

13.2651,25069 

12,9411.1.9081 

0.0432,0.0082 

0.0193,0.0034 

0,0326,0.0042 

18.345 

24.471 

22.329 

0.006 

0.011 

0.011 

0.238,47.687 

0.471,50.837 

0.238,50.837 

0.000.0.187 

0.006,0.085 

0.000.0.187 

0.238, 47.687 

2.684.46.439 

2.684.46.439 

0.006,0.119 

0.006,0.079 

0.006,0.085 

0 

0 

0 

10 

21 

31 

0 

0 

0 

0 

1 

I 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.057,0.057 

0.057,0.057 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

NA 

NA 

0.057 

0.037 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

0.057,0.057 

0.057,0.057 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

NA 

NA 

0 

0 


Other 


N 

MEAN, GEO MEAN 

0 

NA, NA 

3 

23.712, 12.936 

3 

23.712,12936 

1 

0.006,0.006 

0 

NA, NA 

i 

0.006.0.006 

SD, SE 

NA, NA 

30.4501,17.5804 

30.4501. 17.5804 

NA, NA 

NA, NA 

NA, NA 

MEDIAN 

NA 

7.099 

7.099 

0.006 

NA 

0.006 

MIN, MAX 

NA.NA 

5.181,58.855 

5.181.58.855 

0.006,0.006 

NA, NA 

0.006,0.006 

5%, 95% 

NA, NA 

5.181,58.855 

5.181,58.855 

NA, NA 

NA, NA 

NA.NA 

BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 46of?) 


Lab: Harrogate 

Biomarken Total Cotinine (nmol/tngCreatin) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-S movers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Biack 

N 

0 

i 

1 

i 

2 

3 



MEAN, GEO MEAN 

NANA 

19.834,19.834 

19.834,19.834 

0.006,0.006 

0.006,0.006 

0.006,0.006 



SD.SE 

NANA 

NA, NA 

NA, NA 

NA NA 

0.0000,0.0000 

0.0000.0.0000 



MEDIAN 

NA 

19.834 

19.834 

0.006 

0.006 

0.006 



MIN, MAX 

NA, NA 

19.834, 19.834 

19.834,19.834 

0.006,0.006 

0.006,0.006 

0.006,0.006 



5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

0.006,0.006 

0.006,0.006 



BLQ Values Included 

NA 

0 

0 

1 

1 

2 


Caucasian 

N 

18 

27 

45 

28 

33 

61 



MEAN, GEO MEAN 

18.530,12.843 

23.966,19.115 

21.79!, 16.304 

0.040, NA 

0.018,0.014 

0.028, NA 



SD,SE 

11.2015,2.6402 

14.8911,2.8658 

13.6661,2.0372 

0.0961,0.0182 

0.0131,0.0023 

0.0662,0.0085 



MEDIAN 

16.841 

21.741 

21.111 

0.011 

0.011 

0.011 



MIN, MAX 

0.165,42.687 

1.352 72.816 

0.165,72.816 

0.000,0.516 

0.006,0.051 

0.000,0.516 



5*. 95% 

0.165,42.687 

4.358, 46.756 

3.916,45.729 

0.006.0.085 

0.006.0.045 

0.006.0.051 



BLQ Values Included 

0 

0 

0 

10 

20 

30 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

0085,0.085 

0.085,0.085 



SD, SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

0085 

0.085 



MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA NA 

0.085.0-085 

0.085,0.085 



59b, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



BLQ Valoes Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

1 

0 

1 



MEAN, GEO MEAN 

NA, NA 

22607,11.874 

22.607,11.874 

0.006, 0.006 

NANA 

0.006, 0.006 



SD, SE 

NA, NA 

28.9412 16.7092 

28.9412, 16.7092 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

8.297 

8.297 

0.006 

NA 

0.006 



MIN, MAX 

NA, NA 

3.609,55.916 

3.609,55.916 

0,006,0.006 

NA, NA 

0.006,0.006 



5%, 95% 

NA, NA 

3.609,55.916 

3.609,55.916 

NANA 

NA, NA 

NANA 



BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 47 of ?) 


Lab: Harrogate 

Biomarker: Total Cotinine (nmol/mg Cream) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

I 

2 

3 


MEAN, GEO MEAN 

NA, NA 

16.243,16.242 

16.242,16.242 

0.006.0.006 

0.006.0.006 

0.006,0.006 


SD, SB 

NA, NA 

NA. NA 

NANA 

NA. NA 

0 .0000.0.0000 

0 .0000.0.0000 


MEDIAN 

NA 

16.242 

16,242 

0.006 

0.006 

0.006 


MW, MAX 

NANA 

16.242,16.242 

16.241 16.242 

0.006.0.006 

0.006,0.006 

0.006,0.006 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

0.006,0.006 

0.006,0.006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

19.086,12.417 

25.499,21.536 

22.903, 17.233 

0.022,0.013 

0.015,0.013 

0.018,0.013 


SD,SE 

12.3729, 3.0009 

13.5081,2.7016 

13.2929,10511 

0.0315,0.0060 

0.0104,0.0018 

0.0227,0.0029 


MEDIAN 

16.804 

21462 

21.304 

0.011 

0.011 

0.011 


MIN, MAX 

0.108,41.337 

1940,59.684 

0.108,59.684 

0.006,0.142 

0.006,0.045 

0.006,0.142 


5%, 95% 

0.108,41.337 

5.061 53.430 

5.062,47.193 

0.006,0.108 

0.006,0.040 

0.006,0.045 


BLQ Values Included 

0 

0 

0 

12 

24 

36 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, CEO MEAN 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.114,0.114 

0.114,0.114 


SD, SE 

NANA 

NA, NA 

NANA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.114 

0.114 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NANA 

0.114,0,114 

0.114,0.114 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NANA 

25.691,11,709 

25.691, 11.709 

0 .011,0.011 

NA NA 

0 .011,0.011 


SD, SE 

NA, NA 

36.0348,20.8047 

36.0348, 20,8047 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

5.051 

5.051 

0.011 

NA 

o.ou 


MIN, MAX 

NA, NA 

4.72167.300 

4,721 67.300 

0 .011,0.011 

NA, NA 

0 .011,0.011 


5%, 95% 

NA, NA 

4.72167.300 

4.721 67.300 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

i 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 48 of ?) 


Lab: Harrogate 

Biomarkei: Total Cotinine (nmol/mg Creatin) 


iimepomt: overall 



Smoke is 



Non-Smofcere 

. 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

MEAN. GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5*, 95% 

0 

NANA 

NA,NA 

NA 

NA,NA 

NANA 

i 

17.736,17.736 
NANA 

17.736 

17.736,17.736 

NA NA 

1 

17.736, 17.736 

NA, NA 

17.736 

17.736,17.736 

NA, NA 

i 

0.006,0.006 

NA, NA 

0.006 

0.006,0.006 

NA NA 

2 

0.005,0005 

0.0014,0.0010 

0.005 

0.004,0.006 

0.004,0.006 

3 

0.005,0.005 

0.00110.0007 

0.006 

0.004,0.006 
0.004,0.006 

Caucasian 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 95% 

18 

18.974,13.230 
11.4205,2.6918 
18.107 

0.170,40.425 

0.170,40.425 

28 

24.628,19.898 
13.2975,2.5130 
23.289 

1.591,50.636 
4.162,49.999 

46 

22,416,16.961 

12.7730, 1.8833 

21.789 

0.170,50.636 

4.162,49.730 

28 

0.030,0.015 

0.0488,0.0092 

0.011 

0.004,0.240 

0.004, a 104 

33 

0.017,0014 

0.0124,0.0022 

0.011 

0.006,0.057 
0.006.0051 

61 

0.023,0.014 

0.0346, 0.0044 

0.011 

0.004, 0.240 

0.006, 0.057 

Native American 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 95% 

0 

NA, NA 

NANA 

NA 

NANA 

NA, NA 

0 

NANA 

NA NA 

NA 

NA, NA 

NANA 

0 

NA.NA 

NA, NA 

NA 

NA, NA 

NANA 

0 

NA, NA 

NANA 

NA 

NA, NA 

NANA 

1 

0.085,0.085 

NANA 

0.085 

0.085,0.085 
NANA 

1 

0.085,0.085 

NA, NA 

0.085 

0.085,0.085 
NANA 

Other 

N 

MF.AN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 95% 

0 

NANA 

NA NA 

NA 

NA.NA 

NANA 

3 

24.003, 12.337 
31.7888,18.3533 
6.706 

4.614,60.690 

4.61 A 60.690 

3 

24.003, 11337 
31.7888, 18.3533 

6.706 

4.614,60.690 

4.614,60.690 

1 

0,008,0.008 
NANA 

0.008 

0.008.0.008 
NANA 

0 

NA NA 

NANA 

NA 

NANA 

NA NA 

1 

0.008,0.008 

NA NA 

0.008 

0.008,0.008 

NA. NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics arrow suhjects. Count of BLQ values does not apply 
BLQ(e.g., '<1.234' will be used as T.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 


as the BLQ values were converted to the upper limit ofthe 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 49 of 7) 


Lab: Harrogae 

Biomarker Free Cotininc (ug/24hr) 
Timetxtint; Week I _ 


Characteristic_Statistic_ Male 


Smokers _______ Not!-Smokers _ 

Female_Overall_ Male _ Female _ Overall 


African American/Black 

N 

0 

1 


MEAN, GEO MEAN 

NA, NA 

2357.630,2357.630 


SD,SE 

NA.NA 

NA, NA 


MEDIAN 

NA 

2357.630 


MIN, MAX 

NA, NA 

2357.632,2357.632 


5%, 95% 

NA, NA 

NA, NA 


BLQ V slues Included 

NA 

0 

Caucasian 

N 

18 

28 


MEAN, GEO MEAN 

1683.980, 1226.760 

1714.800,1315.120 


SD.SE 

920.8080,217.0360 

998.0710,188.6180 


MEDIAN 

1908.820 

1583,010 


MIN, MAX 

26.790,3201.831 

50,050,3606938 


5%, 95% 

26.790,3201.830 

308.979,3580.190 


BLQ Values Included 

0 

0 

Native American 

N 

0 

0 


MEAN, GEO MEAN 

NANA 

NA, NA 


SD.SE 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA, NA 

NA, NA 


5%. 95% 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

Other 

N 

0 

3 


MEAN, GEO MEAN 

NA, NA 

2769.410,1779.810 


SD.SE 

NA, NA 

3175.1600, 1833.1801 


MEDIAN 

NA 

960.224 


MIN. MAX 

NA. NA 

912.340.6435.660 


5%, 95% 

NA, NA 

912,340.6435.660 


BLQ Values Included 

NA 

0 


1 

1 

2 

3 

2357.630,2357.630 

3.000, 3,000 

1.085,0.955 

1.723, 1.399 

NANA 

NA, NA 

0.7283,0.5150 

1.2197,0.7042 

2357.630 

3.000 

1.085 

1.600 

2357.632, 2357.632 

3.000,3.000 

0.570,1.600 

0.570,3.000 

NA.NA 

NA, NA 

0.570,1.600 

0.570.3.000 

0 

1 

2 

3 

46 

28 

33 

61 

1702.740,1279.810 

4(350,2329 

2.313,2015 

3.248,2154 

958,2440, 141.2850 

6.4518,1.2193 

1.4071,0.2449 

4.5646,0.5844 

1795.820 

1.830 

1.950 

1.930 

26.790,3606.938 

0.530, 27.900 

0.800.6.912 

0.530.27.900 

308.979,3472 250 

0.715.20.140 

0.960,6.825 

0.800,12.160 

0 

17 

29 

46 

0 

0 

1 

1 

NA, NA 

NA, NA 

3.014,3.014 

3.014, 3.014 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA 

NA 

3.014 

3.014 

NA, NA 

NA, NA 

3.014,3.014 

3.014, 3.014 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA 

NA 

0 

0 

3 

1 

0 

1 

2769.410, 1779.810 

0.810,0.810 

NANA 

0.810,0.810 

3175.1600, 1833.1800 

NA.NA 

NANA 

NANA 

960.224 

0.810 

NA 

0.810 

912.340,6435.660 

0.810,0.810 

NA, NA 

0.810,0.810 

912340,6435.660 

NA, NA 

NA, NA 

NA, NA 

0 

1 

NA 

1 
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TABLE 14,4-8 

DESCRimvE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 50 of 7) 


Lab: Harrogate 

Biomarker Free Cotinine (ug/24hr) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Nun-Suiokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Americsra'Black 

N 

0 

i 

i 

i 

2 

3 


MEAN. GEO MEAN 

NA NA 

1918.490,1918.490 

1918.490,1918.490 

2.750,2750 

0.950, 0.905 

1.550 1.310 


SD,SE 

NA NA 

NANA 

NA NA 

NA, NA 

0.4101,0.2900 

1.0789,0.6229 


MEDIAN 

NA 

1918.490 

1918.490 

2,750 

0.950 

1.240 


MIN, MAX 

NA, NA 

1918.488,1918.488 

1918.488,1918.488 

2.750.2750 

0,660,1.240 

0.660,2.750 


5%, 95* 

NANA 

NA NA 

NANA 

NANA 

0.660, 1.240 

0.660,2.750 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

1784.290, 1256.440 

1827.050,1440.430 

1809.940, 1363.810 

5.415,2,589 

2.415,2158 

3.792,2346 


SD, SE 

902.3150,212.6780 

1113.1100,214.2190 

1023.3100,152.5460 

11.1110,20998 

1.2745,0.2219 

7.6610, 0.9809 


MEDIAN 

1769.270 

1686.630 

1731.970 

1.917 

2210 

2.200 


MIN. MAX 

13.950,3133.273 

148.738,4252.954 

13.950, 4252.954 

0.625,59.280 

0.750, 7.795 

0.625,59.280 


5%, 95% 

13.950,3133.270 

350.900, 3766.0(20 

126.118, 3463.250 

0.815.13.221 

0,915.4.272 

0.820, 9.804 


BLQ Values Included 

0 

0 

0 

16 

28 

44 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NANA 

4.875, 4.875 

4X75,4.875 


SD, SE 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

4.875 

4.875 


MIN, MAX 

NA, NA 

NANA 

NANA 

NANA 

4.875, 4.875 

4.875, 4.875 


5%, 95% 

NA, NA 

NANA 

NA NA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NA, NA 

1901.200,1249.340 

1901.200,1249.340 

1.525,1.525 

NA, NA 

1.525,1.525 


SD. SE 

NA, NA 

2135.3900, 1232.8700 

2135.3900, 1232.8700 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

680.884 

680.8S4 

1525 

NA 

1.525 


MIN, MAX 

NA, NA 

655.832,4366.890 

655.832.4366.890 

1525.1.525 

NANA 

1.525, 1.525 


5%, 95% 

NA, NA 

655.832, 4366.890 

655-832.4366890 

NANA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 51 of?) 


Lab: Harrogate 

Biomarken Free Cotimne (ug/24hr) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Noa-Smokere 


Statistic 

Male 

Female 

Overall 

Mak 

Female 

Overall 

African Araerican/Black 

N 

0 

1 

i 

t 

2 

3 


MEAN, GF.O MEAN 

NA,NA 

1616.420, 1616.420 

1616.420,1616.420 

2.910,2.910 

1559, 1.480 

2.009, 1.854 


SD, SB 

NA. NA 

NANA 

NANA 

NANA 

0.6944,0.4910 

0.9217,0.5321 


MEDIAN 

NA 

1616.420 

1616.420 

2.910 

1.559 

2.050 


MTN, MAX 

NA, NA 

1616.418,1616.418 

1616.418,1616.418 

2910,2.910 

1.068,2.050 

1.068,2910 


5 %, 95 % 

NA, NA 

NANA 

NA, NA 

NA.NA 

1.068, 2.050 

1.068,2.910 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

2040.610, 1231.980 

1992.530, 1661.200 

2011.990, 1471.890 

3.926,2.493 

2184. 2042 

2983,2240 


SD, SE 

1576.8000,382.4300 

1143.3100,228.6630 

1317.5700,203.3060 

5.3968,1.0199 

0.8149, 0.1419 

3.7719,0.4829 


MEDIAN 

1600.540 

1714.570 

1652.450 

2032 

2050 

2.050 


MIN, MAX 

6.393,5162.740 

225.246, 4886.167 

6.393,5162.740 

0.750, 25.870 

0.940,4.740 

0.750, 25.870 


5%, 95% 

6.393,5162.740 

573.712, 3866.580 

354.936,4856.040 

1,072, 15.370 

0.990,3.350 

1.072,7.188 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

NANA 

6.420, 6.420 

6.420,6.420 


SD, SE 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

6.420 

6.420 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

6.420, 6.420 

6.420, 6.420 


5%, 95% 

NA, NA 

NANA 

NA NA 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

l 

0 

1 


MEAN, GEO MEAN 

NA. NA 

1251.920,905.829 

1251.920,905.829 

1.430,1.430 

NA, NA 

1.430, 1.430 


SD, SE 

NA, NA 

12193000, 703.9640 

1219.3000,703.9640 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

716.800 

716.800 

1.430 

NA 

1.430 


MIN, MAX 

NA, NA 

391.688,2647.285 

391.688,2647.285 

1,430,1.430 

NA, NA 

1.430, 1.430 


5%, 95% 

NANA 

391.688.2647.290 

391.688,2647.290 

NANA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 52 of 7) 


Lab: Harrogate 

Biomarker: Free Cotinine (ug/24hr) 

Timeooint: Overall' 

Characteristic 



Smokers 



Non-Smoke is 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blade 

N 

0 

t 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA. NA 

1964.180, 1964.180 

1964.180,1964.180 

1887,2.887 

1.198,1.193 

1.761, 1.602 


SD.SE 

NA,NA 

NANA 

NANA 

NANA 

0.1485,0.1050 

0.9808.0.5663 


MEDIAN 

NA 

1964.180 

1964.180 

2887 

1.198 

1.303 


MIN, MAX 

NA, NA 

1964.180,1964.180 

1964.180,1964.180 

2887,2.887 

1.093, 1.303 

1.093,2887 


5%, 95% 

NANA 

NANA 

NA NA 

NA, NA 

1.093, 1.303 

1,093, 2887 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

1830.020, 1303.960 

1797.060.1460350 

1809.960. 1397.160 

4.564,2657 

2.304,2119 

3.341,2.351 


SD.SE 

1019.6400,2403310 

1011.7600, 191.2050 

1003.6100,147.9740 

6.4657,1.2219 

09723,0.1692 

4.5393,0.5812 


MEDIAN 

1786.240 

1681.960 

1695.440 

1.991 

2223 

2150 


MIN, MAX 

15.711,3774.690 

141.345, 3982290 

15.711,3982.290 

0.787,30.043 

0.967,5,145 

0.787, 30.043 


5%, 95% 

15.711,3774.690 

374.266, 3584.060 

374.266.3584.060 

1.092 16.027 

0.980,4.381 

1.092,12.202 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA NA 

NANA 

4.770,4.770 

4.770,4.770 


SD.SE 

NA, NA 

NA, NA 

NANA 

NANA 

NA.NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

4.770 

4.770 


MIN, MAX 

NA, NA 

NANA 

NANA 

NANA 

4.770.4.770 

4.770,4.770 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NA NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

1974.180,1322.640 

1974.180.1322.640 

1.255. 1.255 

NANA 

1.255, 1.255 


SD.SE 

NA, NA 

2173.3500,1254.7900 

2173.3500,1254.7900 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

761,657 

761.657 

1.255 

NA 

1.255 


MIN, MAX 

NA, NA 

677.599,4483.280 

677.599, 4483.280 

1.255,1.255 

NA, NA 

1.255. 1-255 


5%, 95% 

NA, NA 

677,599,4483.280 

677.599, 4483.280 

NANA 

NANA 

NA, NA 


Overall values ralntlated by first averaging the results across visits within a subject, then caiculatmgthe descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 53 of ?) 


Lab: Harrogate 

Biomarken Fret; Cot mine (nmoV24hr) 
Time point: Week I _ 


Characteristic_ Statistic _ Mate 


Smokers ___ _ Non-Smoken _ 

Female_Overall_Male_ Female _ Overall 


African American/Black 

N 

0 

1 


MFAN, GEO MEAN 

NANA 

13379.600,13379.600 


SD, SE 

NANA 

NANA 


MEDIAN 

NA 

13379.600 


MIN, MAX 

NANA 

13379.562,13379.562 


5%, 95% 

NANA 

NANA 


BLQ Values Included 

NA 

0 

Caucasian 

N 

IS 

28 


MEAN, GEO MEAN 

9556.570,6961.840 

9731.500,7463.300 


SD, SE 

5225.5800,1231.6800 

5664.0600,1070.4100 


MEDIAN 

10832.500 

8983660 


MIN, MAX 

152.033,18170.391 

284.034,20469.373 


5%, 95% 

152.033,1S170.400 

1753.460,20317.600 


BLQ Values Included 

0 

0 

Native American 

N 

0 

0 


MEAN, GEO MEAN 

NANA 

NA NA 


SD, SE 

NA NA 

NA NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NANA 

NA, NA 


5%, 95% 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

Otter 

N 

0 

3 


MEAN, GEO MEAN 

NA NA 

15716.400, 10100.400 


SD, SE 

NA, NA 

18019.0000, 10403-3001 


MEDIAN 

NA 

5449.270 


MIN, MAX 

NANA 

5177.530, 36522.371 


5%. 95% 

NANA 

5177.530,36522,400 


BLQ Values Included 

NA 

0 


1 

1 

2 

3 

13379.600, 13379,600 

17.025,17.02S 

6158.5.420 

9.780,7.937 

NANA 

NANA 

4.1330,2.9225 

69216 3.9962 

13379.600 

17.025 

6.158 

9.080 

13379,562, 13379.562 

17.025,17,025 

3.235,9.080 

3.235,17.025 

NA.NA 

NA NA 

3.235,9.080 

3.235, 17.025 

0 

1 

2 

3 

46 

28 

33 

61 

9663.050,7262.920 

24.688, 13.220 

13.125,11.436 

18.432,12223 

5438.0400,801.7950 

36.6142,69194 

7.9851, 1.3900 

25.9042,3.3167 

10191.300 

10.383 

11.066 

10.953 

152.033,20469.373 

3.008,158.333 

4540,39.226 

3.008, 158.333 

1753.460, 19705.000 

4.058, 114.295 

5.448,38.732 

4.540.69.008 

0 

17 

29 

46 

0 

0 

1 

1 

NANA 

NANA 

17.104, 17.104 

17.104, 17.104 

NA, NA 

NANA 

NANA 

NA, NA 

NA 

NA 

17.104 

17.104 

NA, NA 

NANA 

17.104. 17.104 

17.104,17.104 

NANA 

NANA 

NANA 

NANA 

NA 

NA 

0 

0 

3 

1 

0 

1 

15716400,10100.400 

4.597,4.597 

NANA 

4597,4.597 

18019.0000,10403.3000 

NA, NA 

NA, NA 

NA, NA 

5449.270 

4597 

NA 

4.597 

5177530,36522,371 

4597,4.597 

NANA 

4597,4597 

5177530,36522.400 

NA NA 

NANA 

NA NA 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Faff 54 of?) 


Lab: Harrogate 

Biomarker Free Cotinine (nmoI/24hr) 
Timepoint: Week 2_ 


Characteristic 



Smokets 




Ncxi-Smokets 


Statistic 

Male 

Female 

Overall 

Mak 


Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 


2 

3 


MEAN, GEO MEAN 

NA, NA 

10887.400,10887.400 

10887.400,10887.400 

15.606. 15.606 


5.392,5.134 

8.796,7.437 


SD, SE 

NA,NA 

NANA 

NA, NA 

NA, NA 


2.3271,1.6455 

6.1226 3.5349 


MEDIAN 

NA 

10887.400 

10887.400 

15.606 


5,392 

7.037 


MIN, MAX 

NA, NA 

10887.419, 10887.419 

10887.419,10687,419 

15.606,15.606 


3.746, 7.037 

3.746 15.606 


5%, 95% 

Na, NA 

NA, NA 

NA, NA 

NA, NA 


3.746,7.037 

3.746 15.606 


BLQ Values Included 

NA 

0 

0 

1 


2 

3 

Caucasian 

N 

18 

27 

45 

28 


33 

61 


MEAN, GEO MEAN 

10125.800,7130.290 

10368.500,8174.460 

10271.400,7739.590 

30.730, 14.693 


13.708,12246 

21,521,13.314 


SD, SE 

5120.6400, 1206.9500 

6316.9200, 1215.6900 

58075900.865.6990 

63.0547,11.9162 


7.2326,1.2590 

43.4765,5.5666 


MEDIAN 

10040.830 

9571.630 

9828.950 

10.879 


12542 

12485 


MIN, MAX 

79.166,17781.324 

844.088,24135.514 

79.166,24135.514 

3547,335.414 


4.2S6,44.237 

3.547,336.414 


5%, 95% 

79.166,17781.300 

1991.360,21371200 

1283.220, 19653.900 

4.625,75.029 


5.193,24.244 

4.654,55.638 


BLQ Values Included 

0 

0 

0 

16 


28 

44 

Native American 

N 

0 

0 

0 

0 


1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


27.666,27.666 

27.666,27.666 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 


27.666 

27.666 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


27.666,27.666 

27.666 27.666 


5%. 95% 

NA. NA 

NA, NA 

NA. NA 

NA. NA 


NA NA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 


0 

0 

Other 

N 

0 

3 

3 

1 


0 

1 


MEAN, GEO MEAN 

NA, NA 

10789.300,7089.980 

10789.300,7089.980 

8.654, 8.654 


NANA 

8.654, 8.654 


SD, SE 

NA, NA 

12118.3000,6996.5100 

12113.3000,69965100 

NA NA 


NANA 

NA* NA 


MEDIAN 

NA 

3864.020 

3864.020 

8.654 


NA 

8.654 


MIN, MAX 

NA, NA 

3721.847,24782101 

3721.847,24782.101 

8.654,8.654 


na,na 

8.654,8.654 


5%, 95% 

NA.NA 

3721.850,24782100 

3721.850,24782100 

NA, NA 


NA NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 


NA 

1 


Project Number: 12226-6450 Created on 16MAH02 at 06:53 Printed on Tuesday, March 26, 2002 at 2:tD PM 


Page 54 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537635 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 55 of?) 


Lab: Harrogate 

Biomarker: Free Cotinine (nmol/24hr) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NANA 

9173.170, 9173.170 

9173.170.9173.170 

16.514, 16,514 

8.848, 8.397 

11.403, 10.521 


SD,SE 

NA NA 

NA, NA 

NANA 

NANA 

3.9407,2.7865 

5.2303,3.0197 


MEDIAN 

NA 

9173.170 

9173.170 

16.514 

8.848 

11.634 


MIN, MAX 

NA, NA 

9173.172.9173.172 

9173.172,9173.172 

16.514,16.514 

6061, 11.634 

6.061,16.514 


5%, 95% 

NA NA 

NANA 

NANA 

NANA 

6061, 11.634 

6,061,16514 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

11580.500,6991.470 

11307,600,9427.310 

11418.000,8352.990 

21 280,14.175 

11392, 11.590 

16.931,12712 


SD.SE 

8948.3300,2170.2900 

6488.3000,1297.6600 

7477.2300, 1153.7600 

30.6269,5.7879 

4.6245,0.8050 

21.4054,17407 


MEDIAN 

9083.040 

9730.190 

9377,640 

11.532 

11.634 

11.634 


MIN, MAX 

36.280,29298.550 

1278.271,27728.998 

36.280,29298.550 

4.256 146.812 

5335, 26.900 

4.256,146.812 


5%, 95% 

36.280,29298.600 

3255.820,21942.800 

2014.260, 27558.000 

6.084,87.225 

5.618, 19.011 

6.084,40.792 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA,NA 

NANA 

36.434,36434 

36.434, 36.434 


SD, SB 

NA NA 

NANA 

NANA 

NA. NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

36.434 

36.434 


MIN, MAX 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

36.434,36.434 

36434,36.434 


5%. 95% 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 


BLQ Values Inducted 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

l 


MEAN, GEO MEAN 

NANA 

7104.670,5140.580 

7104.670,5140-580 

8.115,8.115 

NA, NA 

8.115,8.115 


SD, SE 

NANA 

6919.5400, 3995.0000 

6919.5400, 3995.0000 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

4067.840 

4067.840 

8.115 

NA 

8.115 


MIN. MAX 

NA, NA 

2222.829. 15023.342 

2222.829, 15023.342 

8.115,8.115 

NANA 

8.115.8.115 


5%, 95% 

NANA 

2222.830, 15023.300 

2222.830, 15023.300 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Inducted 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 56 of 7) 


Lab: Harrogate 

Bio marker. Free Cot i nine (nmol/24hr) 

Timepomt: Overall* 

Charactetistic: 



Smokers 



Non-Smokers 


Statistic 

Male 

Femak 

Overall 

Mak 

Female 

Overall 

African Arnerican/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN. GEO MEAN 

NA. NA 

11146.700,11146.700 

11146.700,11146.700 

16.382,16.382 

6.799,6.773 

9.993,9.092 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.8400,0.5940 

55645, 3.2127 


MEDIAN 

NA 

11146.700 

11146.700 

16.382 

6.799 

7.393 


MIN, MAX 

NA, NA 

11146.700, 11146.700 

11146.700,11146.700 

16.382, 16.382 

6,205,7.393 

6.205, 16.382 


5%, 95* 

NA, NA 

NA, NA 

NA.NA 

NA.NA 

6.205,7.393 

6.205, 16,382 

Caucasian 

N 

18 

28 

46 

711 

33 

61 


MEAN, GEO MEAN 

10385.400.7399.990 

10198.300, 8288.650 

10271,500,7928.860 

25,899, 15.079 

13.075,12.027 

18.961, 13.343 


SD.SE 

5786.4600, 1363.8800 

5741,7500,1085.0900 

5695.4600, 839.7500 

36.6932 6.9344 

5,5178,0.9605 

25.7610,3.2984 


MEDIAN 

10136.900 

9545.130 

9621.610 

11.298 

12.617 

12.201 


MIN, MAX 

89.160,21421.400 

802131,22599500 

89.160,22599.500 

4464, 170.496 

5.486,29.198 

4464, 170.496 


5*. 95* 

89.160,21421.400 

2123.960,20339.500 

2123.960,20339.500 

6,195,90.955 

5562,24.864 

6.195, 69.245 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN,GEO MEAN 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

27.068,27.068 

27.068,27.068 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

27,068 

27.068 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

27.068,27.068 

27.068, 27.068 


5*. 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA. NA 

11203.500,7506.000 

11203.500,7506.000 

7.122,7.122 

NA, NA 

7.122,7,122 


SD,SE 

NA, NA 

12333.8000,7120.9000 

12333.8000,7120,9000 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

4322410 

4322410 

7.122 

NA 

7.122 


MIN, MAX 

NA, NA 

3845.370,25442.600 

3845.370,25442.600 

7.122,7.122 

NA, NA 

7.122,7.122 


5*. 95% 

NA, NA 

3845.370, 25442.600 

3845.370,25442.600 

NA.NA 

NA, NA 

NA, NA 


‘ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive srasistira across subjects. Count of BI.Q values does not apply as the RLQ values were converted to the upper limit of the 
BLQ (e.g.,'<1.234’will lx used as'1.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS Of 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT TOR DEMOCR APHIC CHARACTERISTIC: RACE 

(Page 57 of?) 


Lab: HareogaK 

Biomarker Free Cotinine (ugtmg Creaiiitin) 
Tiwepoim: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black. 

N 

0 

i 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA, NA 

1.611,1.611 

1.611,1-611 

0.001,0.001 

0.001, NA 

0.001, NA 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0006,0.0003 


MEDIAN 

NA 

1.611 

1.611 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

1.611,1,611 

1.611,1.611 

0.001,0.001 

0.000,0.001 

0.000,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.001 

0.000,0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1.448,0.928 

1.691,1.184 

1.596,1.076 

0.003, NA 

0.002,0.002 

0.002, NA 


SD.SE 

1.3218,0-3115 

1.1528,0.2179 

1.2132,0.1789 

00043,0.0008 

0.0017, 0.0003 

0.0031, 0.0004 


MEDIAN 

1.260 

1.701 

1.401 

0.001 

0,002 

0.002 


MIN, MAX 

0.025,3.808 

0.042,4.207 

0.025,5.808 

0.000,0.020 

0.001,0.010 

0.000.0.020 


5%, 95% 

0.025, S.808 

0203,3.886 

0.203,3.886 

0.000,0.010 

0.001,0.005 

0.001,0.009 


FU.Q Values Included 

0 

0 

0 

17 

29 

46 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

0.003,0,003 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0.003 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

0.003, 0.003 


5%, 95% 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.782, 1.258 

L.782, 1.258 

0.001,0.001 

NA, NA 

0.001,0.001 


SD.SE 

NA, NA 

1.8397, 1.0621 

1.8397,1.0621 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

0.824 

0824 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

0.619, 3.903 

0.619,3.903 

0.001.0.001 

NA, NA 

0.001,0.001 


5%, 95% 

NA, NA 

0.619, 3.903 

0.619, 3.903 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

l 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSU RE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC. RACE 

(Page 58 of?) 


Lab: Harrogate 

Biomarken Free Cotinine (ug/mg Creaiinin) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

1313.1.313 

1.313.1.313 

0.001,0.001 

0.001. NA 

0.001, N A 


SD, SE 

NA NA 

NANA 

NANA 

NANA 

0.0007,0.0005 

0.0006.0.0003 


MEDIAN 

NA 

1.313 

1.313 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

1.313,1.313 

1313, 1.313 

0.001,0.001 

0.000,0.001 

0.000,0.001 


5%, 95% 

NA* NA 

NA, NA 

NANA 

NA, NA 

0.000,0.001 

0.000,0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

1.431,0,925 

1.509,1.135 

1.478,1.046 

0.004, NA 

0.002,0.002- 

0.003. NA 


SD, SE 

1.1733,0.2755 

1.0652, 0.2050 

1.0972,0.1636 

0.0105, 0.0020 

0.0011, 0.0002 

0,0072,0.0009 


MEDIAN 

1.264 

1.250 

1.263 

0.002 

0.002 

0.002 


MIN, MAX 

0.016,5.177 

0.148,4,123 

0.016,5.177 

0.000,0.057 

0.001,0.005 

0.000,0.057 


5%, 95% 

0.016,5.177 

0.275,3.337 

0,148,3.337 

0.000,0.007 

0.001,0.004 

0.001,0.005 


BLQ V alues Include d 

0 

0 

0 

16 

28 

44 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA.NA 

NANA 

NA NA 

0.007,0.007 

0.007,0.007 


SD, SE 

NA NA 

NANA 

NANA 

NA NA 

NANA 

NA,NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.007 

0,007 


MIN, MAX 

NA, NA 

NANA 

NANA 

NA, NA 

0.007, 0.007 

0.007,0,007 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA.NA 

NANA 

NA NA 


BLQ Value s Include d 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

1.466,1.113 

1.466,1.113 

0.001,0.00] 

NANA 

0.001,0.001 


SD,SE 

NA NA 

1.3579,0.7840 

1.3579,0.7840 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0.803 

0.803 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

0.567,3.028 

0.567, 3-023 

0.001,0.001 

NANA 

0.001, 0.001 


5%, 95% 

NANA 

0.567, 3.028 

0.567, 3028 

NA NA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 59 of ?) 


Lab: Harrogate 

Biomarker. Free Cotinine (ug/mg Creatinin) 
Timepoiat: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

l 

2 

3 


MEAN. GEO MEAN 

NA NA 

0.973.0.973 

0.973,0.973 

0.001.0.001 

0.001,0.001 

0.001,0.001 


SD.SE 

NA.NA 

NANA 

NANA 

NANA 

0.0000,0.0000 

0.0000,0.0000 


median 

NA 

0.973 

0.973 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

0.973,0.973 

0.973,0.973 

0.001,0.001 

6.001,0.001 

0.001, 0.001 


5*, 95* 

NA, NA 

NANA 

NA, NA 

NANA 

O.OOle 0.001 

0,001,0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

1.378,0.893 

1.750, 1.368 

1,599,1.151 

0.002, NA 

0.002,0.002 

0.002, NA 


SD,SE 

0.9164,0.2223 

1,2385, 051477 

1.1224,0.1732 

0.0029,0.0005 

0.0011,0.0002 

0.0021,0.0003 


MEDIAN 

1.292 

1.450 

1.372 

0.001 

0.002 

0.002 


MIN, MAX 

0.006,3.315 

0.224,5.186 

0.006,5.186 

0.000,0,014 

0.001,0.005 

0.000,0.014 


5%, 95* 

0.006,3.315 

0.383,4.005 

0.383,3.315 

0.000,0.009 

0.001,0.005 

0,001,0.005 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

0.009,0.009 

0.009,0.009 


SD.SE 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.009 

0.009 


MIN, MAX 

NA, NA 

NANA 

NANA 

NA, NA 

0.009,0.009 

0.009,0.009 


5%, 95% 

NA, NA 

NA NA 

NANA 

NANA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.962, 1.164 

1.962,1.164 

0.002,0.002 

NA, NA 

0.002,0.002 


SD.SE 

NA NA 

2,3302, 1.3453 

2.3302, 1.3453 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

0.843 

0.843 

0.002 

NA 

0.002 


MIN, MAX 

NANA 

0403, 4.641 

0.403, 4.641 

0.002, 0.002 

NA NA 

6002, 0.002 


5*. 95* 

NA, NA 

0.403.4.641 

0.403.4.641 

NA NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 60 of 7] 


Lab: Harrogate 

Biomarker. Free Cotinine (ug/mg CieEtinin) 

Timettoint: Overall* _____ 

- Smokers_ ____ Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Mak 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

1.299,1.299 

1.299,1-299 

0.001.0.001 

0.001. NA 

0.001, N A 


SD.SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.0007,0,0005 

0.0006,0.0003 


MEDIAN 

NA 

1.299 

1.299 

0.001 

0.001 

0.001 


MIN, MAX 

NA, NA 

1.299, 1.299 

1.299, 1.299 

0.001,0.001 

0:000,0,001 

0.000,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.001 

0.000,0.001 


N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1.412,0.957 

1.671, 1.257 

1.570,1.130 

0.003. NA 

0.002,0.002 

0.002, NA 


SD.SE 

1.0606.0.2500 

1.1392,0.2153 

1.1045,0.1629 

0.0050,0.0009 

0.0011,0.0002 

0,0035, 0.0005 


MEDIAN 

1.295 

1.533 

1.354 

0.001 

0.002 

0.002 


MIN, MAX 

0.016,4.572 

0.138,4505 

0.016,4.572 

0.000,0.026 

0.001,0.006 

0.000,0.026 


5%, 95% 

0.016,4,572 

0,266,3.886 

0.266,3.886 

0.001,0.009 

0.001,0.004 

0.001,0.007 


N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA. NA 

0.006,0.006 

0.006. 0.006 


SD.SE 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.006 

0.006 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.006,0.006 

0.006,0.006 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 

NA, NA 


N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.737, 1.204 

1.737, 1.204 

0.001.0.001 

NA, NA 

0.001,0.001 


SD.SE 

NA. NA 

1.8375, 1.0609 

1.8375, 1.0609 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0.745 

0.745 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

0.608,3.857 

0.608,3.857 

0.001,0.001 

NA, NA 

0.001,0.001 


5%, 95% 

NA, NA 

0.608,3.857 

0.608,3.857 

NA, NA 

NA, NA 

NA, NA 


* overall values calculated by fust averaging He results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does tie* apply as the BLQ values were convened to the upper limst of the 
BLQ (c.g., '<1.234’ will be used as '1,234') for the averages across visit* within a subject thus eliromslig till BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE DY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 61 of?) 


Lab: Harrogate 

Biomarker: Free Cotinine (nmol/mg Crcatin) 
Timepoint: Week 1 __ 


Characteristic 



Smokett 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Bladc 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

9.142,9.142 

9.142,9.142 

0.006,0.006 

0.003, NA 

0.004, NA 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA NA 

0.0042,0.0030 

0,0035,0.0020 


MEDIAN 

NA 

9.142 

9.142 

0.006 

0.003 

0.006 


MIN. MAX 

NA.NA 

9.142,9.142 

9.142,9.142 

0.006,0.006 

0,000,0.006 

0.000,0.006 


5%, 95® 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000, 0.006 

0.000,0.006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

8.216,5.264 

9595,6.718 

9.056,6107 

0.016, NA 

0.012,0.010 

0.014, NA 


SD.SE 

7.5011,1.7680 

6.5422, 1.2364 

6.8847,1.0151 

0.0242,0.0046 

0.0093,0.0016 

0.0177,0.0023 


MEDIAN 

7.151 

9.650 

7.951 

0.006 

0.011 

0.011 


MIN, MAX 

0.142,32.960 

0.238, 23.875 

0.142.32,960 

0.000,0.114 

0.006,0.057 

0.000,0.114 


5%, 95% 

0.142,32.960 

U52,22.053 

1.152,22,053 

0.000,0,057 

0.006.0.028 

0.006,0.051 


BLQ Values Included 

0 

0 

0 

17 

29 

46 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN, CEO MEAN 

NA, NA 

NA, NA 

NANA 

NANA 

0.017,0.017 

0.017,0.017 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.017 

0.017 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.017, 0.017 

0.017,0.017 


5%, 95® 

NA. NA 

NA. NA 

NANA 

NANA 

NANA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

10.113,7.139 

10.113,7.139 

0.006,0.006 

NANA 

0.006,0.006 


SD.SE 

NA, NA 

10.4406, 6.0279 

10.4406,6.0279 

NANA 

NA.NA 

NA NA 


MEDIAN 

NA 

4.676 

4676 

0.006 

NA 

0.006 


MIN, MAX 

NANA 

3.513, 22.150 

3_513,22.150 

(1.006, 0.006 

NA.NA 

0.006,0.006 


5®, 9S® 

NA, NA 

3.513, 22.150 

3.513,22.150 

NA NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 


I 


I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 62 of?) 


Lab; Harrogate 

Btoraarker Free Cctinine (nmoVmg Creatin) 
Tlmepolm: Weeic 2 _ 


Characteristic 



Smokers 



N cm-S mokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericaiVBlacl; 

N 

0 

1 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA NA 

7.451,7.451 

7.451,7.451 

0.006,0.006 

0.003, NA 

0.004, NA 


SD.SE 

NA.NA 

NANA 

NA NA 

NA.NA 

0.0042,0.0030 

0.0035,0.0020 


MEDIAN 

NA 

7.451 

7.451 

0.006 

0.003 

0,006 


MIN, MAX 

NA, NA 

7.451, 7.451 

7.451, 7.451 

0.006,0.006 

0.000,0.006 

aooo, 0,006 


5%, 95% 

NA, NA 

NA NA 

NA.NA 

NA, NA 

0.000,0.006 

0.000,0,006 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

8.122,5.249 

8.565,6.443 

8.388,5.936 

0.024, NA 

0.012,0.010 

0.017, NA 


SD, SB 

6.6582, 1J5693 

6.0448,1,1633 

62264 0.9282 

0.0597,0.0113 

0.0064,0.0011 

0.0407, 0.0052 


MEDIAN 

7.174 

7.094 

7.168 

0.009 

0.011 

0.011 


MIN, MAX 

0.091, 29.379 

0.840,23.398 

0.091,29.379 

0.000,0.323 

0.006,0.028 

0,000,0.323 


5%. 95% 

0.091. 29.379 

1.561, 18.937 

0.840. 18.937 

aooo. 0.040 

0.006,0.023 

0006. 0.028 


BLQ Values Included 

0 

0 

0 

16 

28 

44 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NANA 

0.040.0.040 

0.040,0.040 


SD, SE 

NA NA 

NANA 

NANA 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

0.040 

0.040 


MIN. MAX 

NANA 

NA. NA 

NA, NA 

NANA 

0.040.0.040 

0.040.0.040 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

l 


MEAN, GEO MEAN 

NA, NA 

8.32a 6.316 

8320.6.316 

0.006,0.006 

NA NA 

0.006,0.006 


SD, SE 

NANA 

7.7059,4.4490 

7.7059,4.4490 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

4557 

4557 

0006 

NA 

0.006 


MIN, MAX 

NA NA 

3.218,17.184 

3.218,17.184 

0.006,0.006 

NANA 

0.006,0,006 


5%. 95% 

NA, NA 

3.218,17.184 

3.218 17.184 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

I 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-IlOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 63 of 7) 


Lab: Harrogate 

Biomarker. Fite Cotinioe [nmol/mg Cneatin) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black: 

N 

0 

i 

I 

i 

2 

3 


MEAN, GEO MEAN 

NANA 

5.522,5.522 

5.522,5.522 

0.006,0.006 

0.006,0.006 

0.006,0.006 


SD.SE 

NANA 

NA. NA 

NA, NA 

NANA 

0.0000,0.0000 

0 . 0000 , 0.0000 


MEDIAN 

NA 

5.522 

5.522 

0.006 

0.006 

0.006 


MIN, MAX 

NA NA 

5^22,5.522 

5522,5.522 

0.006,0006 

0006,04)06 

0.006, 0.006 


5%, 95* 

NA NA 

NANA 

NANA 

NANA 

0.006,0.006 

0.006,0.006 


BLQ V alues Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

7.819,5.065 

9.930,7.762 

9.075,6.530 

0.012 N A 

0.0120.010 

0.012, NA 


SD.SE 

5.2007, 1.2614 

7.0282, 1.4056 

6.3694,0.9828 

0.0163,0.003! 

0.00620.0011 

0.0119,0.0015 


MEDIAN 

7,332 

8.229 

7.786 

0.006 

0.011 

0.011 


MIN, MAX 

0.034, 18.813 

1.271,29.431 

0.034.29.431 

0.000,0.079 

0.006,0.028 

0.000,0.079 


5*, 95* 

d034,18.813 

2174 22.72S 

2174 18.813 

0.000,0.051 

0.006,0.028 

0.006, 0.028 


BLQ Value s Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NA NA 

0.051,0.051 

0.051,0.051 


SD.SE 

NA NA 

NANA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.051 

0.051 


MIN, MAX 

NA. NA 

NA.NA 

NA, NA 

NA^NA 

0.051,0.051 

0.051,0.051 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NANA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

11.136, 6.605 

11.136, 6.605 

0.011,0.011 

NA NA 

0.011,0.011 


SD, SE 

NA, NA 

13.2241,7.6349 

13.2241,7.6349 

NANA 

NA, NA 

Na,NA 


MEDIAN 

NA 

4784 

4784 

0011 

NA 

0011 


MIN. MAX 

NA NA 

2.287.26.338 

2287,26.338 

0.011,0,011 

NA NA 

0.011,0.011 


5%, 95% 

NA, NA 

2.287,26.338 

2.287,26.338 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 64 of ?) 


Lab: Harrogate 

Biomarker. Free Cotinine (nmol/mg Creatin) 
Time point: Overall' _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic_ 

__Male_ 

Female 

Overall 

Male 

Female 

Overall 

African Amcrican/Bladt 

N 

0 

1 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA,NA 

7.372,7.372 

7.372,7,372 

0.006,0.006 

0.004,0.003 

0.005,0.004 


SD.SE 

NA NA 

NA, NA 

NA, NA 

NANA 

60028,0.0020 

60023,0.0013 


MEDIAN 

NA 

7.372 

7.372 

0,006 

0.004 

0.006 


MIN, MAX 

NA. NA 

7372,7.372 

7.372,7.372 

0.006 0.006 

0.002,0.006 

0.002.0.006 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

0.002,0.006 

6002,6006 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

KOI 6,5.428 

9.486,7.135 

8911,6411 

0.017, NA 

0.012,6011 

6014,NA 


SD,SE 

6.0188,1,4186 

6.4652,12218 

6.2683,0.9242 

0.0287,0.0054 

0.0060,0.0010 

0.0199.0.0026 


MEDIAN 

7346 

8.701 

7.684 

0.008 

0.011 

0.009 


MIN. MAX 

0.089.25.944 

0.783.25.568 

0.089,25.944 

0,000,0.149 

0.006,0.032 

0.000,0.149 


5%, 95* 

0.089,25.944 

1510,22.053 

1510,22.053 

0.004,0.051 

0.0060.023 

6004,0.038 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA.NA 

NANA 

NANA 

NANA 

0.036,0.036 

0.036,0.036 


SD.SE 

NA.NA 

NANA 

NANA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

6036 

6036 


MIN, MAX 

NANA 

NANA 

NA.NA 

NA NA 

0.036 0.036 

0.036 0.036 


5*, 95* 

NANA 

NANA 

NANA 

NANA 

NANA 

NANA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

9.856,6.835 

9.8566.835 

0.008,0.008 

NA NA 

0.008,0.008 


SD,SE 

NANA 

10.4295. 6.02L5 

10.4295, 60215 

NANA 

NA NA 

NANA 


MEDIAN 

NA 

4.226 

4.226 

0.008 

NA 

0.008 


MIN. MAX 

NANA 

3.452,21.891 

3.452,21.891 

0008,0.008 

NANA 

0,0066008 


5%, 95* 

NANA 

3.452,21.891 

3.452,21.891 

NANA 

NA, NA 

NANA 


Overall values calculaied by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were cotivertedtothe upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.2340 tot the averages acruss visits within a subject thus eliminacig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-KOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 65 of ?) 


Lab: Harrogate 

Biomarker. Total 3-hydroxycotinine (ug724hr) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Mide 

Female 

Overall 

African Amerl can/Black. 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

2831.870,2831.870 

2831.870,2831.870 

9300,9.300 

1.712,1.708 

4.241.3.005 


SD.SE 

NANA 

NANA 

NANA 

NANA 

0.1584,0.1120 

43824,2.5302 


MEDIAN 

NA 

2831.870 

2831.870 

9.300 

1.712 

1.824 


MIN, MAX 

NA NA 

2831.872,2831.872 

2831.872,2831.872 

9.300,9.300 

1.600, 1.824 

1.600,9.500 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

1.600, 1,824 

1.600,9.300 


BLQ Values Included 

NA 

0 

0 

0 

1 

I 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

8481.670,5058.790 

7578J70.5710.640 

7931.960,5446.120 

13.068,5.205 

4.287,3,014 

8318.3.873 


SD, SE 

7495.8000,1766.7800 

4855.6200, 917.6260 

5964.140ft 879.3650 

20.4281, 3.8605 

4.9927,0.8691 

14.8509, 1.9015 


MEDIAN 

7795.660 

7518.910 

7618.950 

3.278 

2.800 

2.895 


MIN, MAX 

80.370,31233.615 

185.625,21231840 

80.370.31233.615 

0.95ft 84.563 

0.800,25.920 

0.800, 84.568 


5%, 95% 

80.370,31233.600 

1264.620,15362.600 

795.90ft 18631.300 

1.030,59.985 

1,140, 14.950 

1.140,40,870 


BLQ V alues Included 

0 

0 

0 

s 

L5 

23 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

NA NA 

19.728,19.728 

19.728,19.728 


SD, SE 

NANA 

NANA 

NA NA 

NA, NA 

NA NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

19.728 

19.728 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NANA 

19,728,19.728 

19.728,19.728 


S%, 95% 

NANA 

NANA 

NA, NA 

NA, NA 

NA NA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

OtheT 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

7951.470,5125.600 

7951.470,5125.600 

3.969,3,969 

NA NA 

3.969,3.969 


SD, SE 

NANA 

8335.1500,4812,3000 

8335.1500,4812.3000 

NA NA 

NA, NA 

NANA 


MEDIAN 

NA 

4881.630 

4881.630 

3.969 

NA 

3.969 


MIN, MAX 

NA,NA 

1586,590,17386.180 

1586.590,17386.180 

3.969, 3.969 

NA, NA 

3.969.3.969 


5%, 95% 

NANA 

1586.590, 17386.200 

1586.59ft 17386.200 

NANA 

NANA 

NA NA 


BLQ V allies Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pige66of?> 


Lab; Harrogate 

Biomarkcr Total 3-hydroxycotinine (ug/24hr) 
Titnepoint: Week 2_ 


Giaracteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN. GEO MEAN 

NA.NA 

3881.020, 3881.020 

3881.020,3881.020 

1X100,1X100 

2.204, 1.982 

5503,3.622 


SD,S6 

NA.NA 

NA. NA 

NANA 

NANA 

1X633.0.9640 

5.7942,3,3453 


MEDIAN 

NA 

3881.020 

3881.020 

12.100 

2.204 

3.168 


MIN, MAX 

NA, NA 

3881.020,3881.020 

3881,020,3881.020 

12.100, 1X100 

1.240.3.168 

1.240,12.100 


3%, 9556 

NA, NA 

NANA 

NANA 

NA.NA 

1.240,3.168 

1.240,12.100 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

77 

45 

28 

33 

61 


MEAN, GEO MEAN 

7771,090,5070.700 

9461.060,7553.440 

8785.070, 6440.420 

19.230, 6507 

5.354,3.607 

11.723,4.729 


SD,SE 

5217.2100,1229,7100 

53375500,1027.2100 

5296.4300,789.5450 

38.0416,7.1892 

5.9671,1.0387 

26.8109,3.4328 


MEDIAN 

7298240 

8606.170 

8283.720 

3.392 

2795 

2.910 


MIN, MAX 

43.420,20994.570 

504.243, 22147.192 

48.420,22147.192 

l.UUO, 191.422 

1.050, 24.208 

1.000,191.422 


5%, 95% 

48.420,20994.600 

1171.890, 19677.600 

842.508, 19677.600 

1.023,74,670 

1.280,23.013 

1,148, 43.240 


BLQ Values Included 

0 

0 

0 

2 

13 

15 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NANA 

NA, NA 

19.500,19.500 

19.500,19.500 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA.NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

19.500 

19.500 


MIN, MAX 

NA, NA 

NANA 

NANA 

NA, NA 

19.5CO, 19.500 

19.500,19.500 


5%, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

I 


MEAN, GEO MEAN 

NA, NA 

6900,420, 4134.040 

6900.420, 4134.040 

3.813,3.813 

NANA 

3.813,3.813 


SD,SE 

NA, NA 

8348.5100, 4820,0200 

8348.5100, 4820.0200 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

2337.230 

2337.230 

3.813 

NA 

3.813 


MIN, MAX 

NA, NA 

1828.066, 16535.970 

1828.066, 16535.970 

3.813,3.813 

NANA 

3.813, 3.813 


5%, 95% 

NA. NA 

1S28.070,16536.000 

1828.070, 16536.000 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOURAPH1C CHARACTERISTIC: RACE 

(Pa$e 67 of?) 


Lab: Harrogate 

Biomarker. Total 3-hydroxycotinine (ug/24br) 
Timepoint: Week 3 _ 


Gianitierisiic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Americaffi/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4432.200. 4432.200 

4432.200, 4432.200 

7.566,7.566 

2.994, 2292 

4,518, 3.413 


SD.SE 

NA.NA 

NA. NA 

NA, NA 

NA, NA 

27238.1.9260 

3.2676,1.8865 


MEDIAN 

NA 

4432.200 

4432.200 

7.566 

2994 

4.920 


MIN, MAX 

NA. NA 

4432.200,4432.7.00 

4432.200,4432.200 

7566,7.566 

1.068,4.920 

1.068,7.566 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.068,4.920 

1.068,7.566 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

8564.710,4903,590 

9169.970,7538.190 

B924.980.6333.980 

12.749,5.660 

3.876,3.035 

7.949,4.040 


SD.SE 

7430.9800,1802.2800 

5314.5500,1062.9100 

6178.4100,953.3500 

20.8390,3.9382 

3.2769,05704 

14.8668,1.9035 


MEDIAN 

6563.700 

8287.470 

6833.960 

3.665 

2.870 

3.200 


MIN, MAX 

52.295,27454.900 

1308.324, 19074 831 

52.295, 27454900 

1.430,89.830 

1.089, 14.840 

1.089,89.830 


5%, 95% 

52.295, 27454.900 

1721.870,17880.000 

1308.320, 18489.900 

1.720,55.313 

1.300,11.523 

1.430,44.835 


BLQ Values Included 

0 

0 

0 

7 

18 

25 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

21.688,21.688 

21.688.21.688 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

21.688 

21.688 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

21.683.21.688 

21.688,21.688 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

3656.420, 2657.260 

3656.420,2657.260 

2.145, 2.145 

NA, NA 

2.145,2145 


SD.SE 

NA, NA 

3602.3900,2079.8400 

36023900,2079.8400 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

1912.150 

1912.150 

2.145 

NA 

2145 


MIN, MAX 

NA, NA 

1258.180,7798.934 

1258.180,7798.934 

2.145,2.145 

NA, NA 

2.145,2.145 


5%. 95% 

NA.NA 

1258.180.7798.930 

1258.180,7798.930 

NA, NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 68 of 7) 


Lab: Harrogate 

Biomarker Total 3-hydroxycotinine (ug/24hr) 

Timepoint: Overall’ 

Characteristic 



Smokers 



Non-Smokers 


Staristic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA,NA 

3715.030,3715.030 

3715,030,3715.030 

9.655,9.655 

2304, 2075 

4.754, 3.464 


SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA.NA 

1.4149, 1.0005 

4.3607,23177 


MEDIAN 

NA 

3715.030 

3715.030 

9.655 

2304 

3,304 


MIN, MAX 

NA.NA 

3715.030,3715.030 

3715.030,3715.030 

9.655,9.655 

1,303, 3.304 

1.303,9.655 


5%, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

1,303,3.304 

1303,9.655 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

8308.190,5267.650 

8471.750,6874.230 

8407.750.6194.220 

15.016 6.537 

4.506, 3.446 

9.330. 4.624 


SD.SE 

625S.3500,1475.1100 

4947.6500,935.0190 

5430J100,800.6860 

229228, 4.3320 

3.8151,0.6641 

164956,21120 


MEDIAN 

6721.080 

7291.270 

7035.320 

5.076 

2833 

3.190 


MIN, MAX 

60.362,23472.700 

666.066,20818.000 

60.362,23472700 

1.318,97.065 

1.067, 18.212 

1.067,97.065 


5%, 95% 

60,362, 23472.700 

1386.130,16456700 

827.503,20711.600 

1.374, 66.991 

1355, 11.887 

1367,42.982 

NaJive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

20.305,20305 

20.305,20305 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

20.305 

20.305 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

20.305,20.305 

20.305,20.305 


5%, 95% 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6169.430, 4039.830 

6169.430,4039.830 

3.309, 3.309 

NA.NA 

3.309, 3.309 


SD.SE 

NA, NA 

6742.0000, 38925000 

6742.0000, 3892.5000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

3043.670 

3043.670 

3.309 

NA 

3.309 


MIN, MAX 

NA, NA 

1557.610,13907.000 

1557.610, 13907.000 

3.309, 3.309 

NA, NA 

3.309,3.309 


5%, 95% 

NA, NA 

1557.610, 13907.000 

1557.610, 13907.000 

NA, NA 

NA, NA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject) then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of tlte 
BLQ (e g., '<1.234' will be used as '1.234*) for the averages across visits within a subject thns eliminarig all BLQ values forthe overall statistics. 


I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 69 of 7) 


Lab: Harrogate 

Biomarker: Total 3-hydroxycainine (nmol/24hr) 
Timepoint: Week 1 _ 


Characteristic 



Smoke rc 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

I 

1 

1 

2 

3 


MEAN, CEO MEAN 

NA, NA 

14734.200,14734.200 

14734.200,14734.200 

48.388, 48.388 

8.908, 8.888 

22068, 15.636 


SD,SE 

NA.NA 

NA. NA 

NA.NA 

NA.NA 

0.8238,05825 

22.8015,13.1645 


MEDIAN 

NA 

14734.200 

14734.200 

48.388 

8.908 

9.490 


MIN, MAX 

NA, NA 

14734.230,14734.230 

14734.230,14734,230 

48.388,48.388 

S3 25.9.490 

8.325,48.388 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

8.325,9.490 

8,325,48.388 


BLQ Values Included 

NA 

0 

0 

0 

1 

l 

Caucasian 

N 

18 

28 

46 

28 

33 

6i 


MEAN, GEO MEAN 

44130.100,26320.900 

39431.300,29712.400 

41270.000,28336.100 

67.994,27.082 

22.304,15.682 

43.276.20.152 


SD.SE 

39000.6000,9192.5400 

25263.8000,4774.4100 

31031.4000,4575.3400 

106.2870,20.0864 

25.9771,4.5220 

77.2694,9.8933 


MEDIAN 

40560.800 

39120.900 

39641.400 

17.056 

14.568 

15.063 


MIN, MAX 

418.165, 162503.499 

965.807, 110469.264 

418.165, 162508.499 

4.943, 440.007 

4.162, 134.862 

4,162,440.007 


5%, 95% 

418.165, 162503.000 

6579.820,79931.400 

4141.070,96938.400 

5.359, 312,102 

5.931,77.785 

5.931, 212.647 


BLQ Values Included 

0 

0 

0 

8 

15 

23 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

102.645, 102.645 

102.645, 102.645 


SU,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

102.645 

102645 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

102.645, 102.645 

102645,102645 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

41371.500,26668.500 

41371.500,26668500 

20.651,20.651 

NA, NA 

20.651,20.651 


SD,SE 

NA, NA 

43367.5000, 25038.4000 

43367.8000,25038.4000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

25399.100 

25399.100 

20.651 

NA 

20.651 


MIN, MAX 

NA.NA 

8255028,90460.295 

8255.028.90460.295 

20.651,20.651 

NA, NA 

20.651,20.651 


5%, 95% 

NA, NA 

8255,030.90460.300 

8255.030,90460.300 

NA. NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-3 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 70 of ?) 


Lab: Hanogale 

Biomarken Total j-hvdraxycotitiitK (iuno!/24tir) 

Timcpoint: Week 1 

Characteristic 

Statistic 

Male 

Smoke is 

Female 

Ovrrfll 1 

kjl.U 

Non-Smoke is 


African American/Black. 

N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

0 

NA, NA 

NA, NA 

NA 

NA, NA 

NA, NA 

NA 

i 

20192.900.20192.900 
NANA 
20192.900 

20192.947,20192.947 
NA, NA 

0 

vVUcUl 

1 

20192.900,20192.900 
NANA 

20192.900 

20192.947,20192.947 

NA, NA 

0 

mate 

i 

62.956 62.956 
NANA 

62.956 

62.956.62.956 
NANA 

0 

Female 

2 

11.468,10.313 
7.0930.5.0155 

11.468 

6.452,16.483 

6.452,16.483 

1 

Overall 

3 

28.630, 18.848 
30.1470, 17.4054 
16.483 

6.452, 62.956 

6.452, 62.956 

1 

Caucasian 

N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 

MIN, MAX 

5%. 95% 

BLQ Values Included 

18 

40433.000,26382.900 
27145.1000,6398.1700 
37972.700 
251.929,109234.748 
251.929,109235.000 

0 

27 

49225.900, 39300.500 
27771.2000,53445800 
44777.900 

2623.602, 115231.840 
6097.320, 102382.000 

0 

45 

45708.700,33509.500 
27557.3000,4108.0000 
43100.200 

251.929, 115231.840 
4383.570, 102382.000 

0 

28 

100.055,33.856 
197.9310,37.4054 
17.649 

5.203,995.969 

5.323, 388.508 

2 

33 

27.857, 18.766 
31.0468, 5.4046 
14.542 

5.463, 125.954 

6.660, 119.737 

13 

6i 

60.997. 24.604 
139.4970,17.8608 
15.141 

5.203.995.969 

5.973,224.978 

15 

Native American 

N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

0 

NA, NA 

NA, NA 

NA 

NA, NA 

NA. NA 

NA 

0 

NANA 

NA, NA 

NA 

NA, NA 

NA, NA 

NA 

0 

NA NA 

NANA 

NA 

NANA 

NA, NA 

NA 

0 

NA,NA 

NANA 

NA 

NANA 

NA, NA 

NA 

! 

101.459, 101.459 
NANA 

101.459 

101.459, 101.459 
NANA 

0 

1 

101.459,101.459 
NANA 

101.459 

101.459, 101.459 

NA, NA 

0 

Other 

N 

MEAN, GEO MEAN 
SD, SE 

MEDIAN 

MIN, MAX 

5%, 95% 

BLQ V aluea Incl uded 

0 

NA, NA 

NA, NA 

NA 

NA. NA 

NA, NA 

NA 

3 

35902.900,21509.400 
43437.3000,25078.5000 
12160.600 

9511.427,86036.652 

9511.430,86036.700 

0 

3 

35902.900,21509.400 

43437,3000,25078.5000 

12160.600 

9511.427,86036652 
9511.430,86036700 

0 

1 

19.839,19.839 

NA, NA 

19.839 

19.839,19.839 

NA. NA 

0 

0 

NA, NA 

NA.NA 

NA 

NA, NA 

NANA 

NA 

1 

19.839, 19.839 
NA.NA 

19.839 

19.839, 19.839 

NA, NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUK URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 71 of?) 


Lab: Harrogate 

Biomaifcen Toiai 3-hydrtmycotmine (timoF24hr) 
Timepoint: Week 3 _ 


Characterisric 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

23060.700,23060.700 

23060.700,23060.700 

39.366,39.366 

15.578, 11.927 

23.507, 17.758 


SD.SE 

NANA 

NA.NA 

NANA 

NA.NA 

14.171 K 10.0210 

17.0013,9.8157 


MEDIAN 

NA 

23060,700 

23060.700 

39.366 

15.578 

25.599 


MIN, MAX 

NANA 

23060.737,23060.737 

23060.737,23060.737 

39.366,39.366 

5557,25.599 

5.557,39.366 


5 %, 95® 

NA, NA 

NA, NA 

NANA 

NANA 

5.557,25.599 

5.557,39.366 


BLQ Values Included 

NA 

0 

0 

0 

1 

I 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

44562200,25513.400 

47711.300.39221.200 

46436.700, 32955.700 

66.333.29.451 

20.166.15.789 

41.357,21.020 


SD, SE 

38663.4000,9377.2500 

27651.6000, 5530.3200 

32146,3000.4960.2800 

108,4250, 20.4904 

17.0496,2.9679 

77.3519,9.9039 


MEDIAN 

34150.900 

43119.700 

35557.100 

19.069 

14.933 

16.650 


MIN, MAX 

272091, 142847.845 

6807.210,99246.346 

272.091, 142847.845 

7.440, 467.385 

5.666,772213 

5.666,467.385 


5%, 95% 

272091, 142S48.000 

8958.900, 93029.900 

6807.210, 96202,800 

8.949, 287.794 

6.764, 59.954 

7,44ft 233.277 


BLQ Values Included 

0 

0 

0 

7 

18 

25 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 

112.843, 112.843 

112,843,112.843 


SD, SE 

NA, NA 

NA, NA 

NANA 

NANA 

NA NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

112.843 

111843 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

112.843, 112.843 

112.843, 112.843 


5%, 95® 

NA, NA 

NA, NA 

NA NA 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

19024.400,13825.700 

19024.400,13825.700 

11.160,11.160 

NANA 

11.160,11.160 


SD, SE 

NA.NA 

18743.2000,10821.4000 

18743.2000,10821.4000 

NA, NA 

NANA 

NA NA 


MEDIAN 

NA 

9948.930 

9948.930 

11.160 

NA 

11.160 


MIN. MAX 

NA, NA 

6546.311, 40577.854 

6546.311,40577.854 

11.160,11.160 

NA, NA 

11.160,11.160 


5%. 95% 

NA, NA 

6546.310,40577.900 

6546.310, 40577.900 

NANA 

NANA 

NA r NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 72 of?) 


Lab: Harrogate 

Bioniarker, Total 3-hydroitycotinine (nmoI/24hr) 

Timepoint: Overall* _____ 

_ Smokers _ _ Non-Smoke n _ 

_Characteristic_Statistic_Mafe_ Female _ Overall _Male_ Female _ Overall 


African American/Black 

N 

0 

1 

l 

1 

2 

3 


MEAN. GEO MEAN 

NA, NA 

19329.300, 19329.300 

19329.300,19329.300 

50.237,50.237 

11.985, 10.794 

24.735, 18.022 


SD.SE 

NANA 

NANA 

NANA 

NANA 

7.3631,5.2065 

22.6905,13.1004 


MEDIAN 

NA 

19329.300 

19329.300 

50.237 

11.985 

17.191 


MIN, MAX 

NA, NA 

19329.300. 19329.300 

19329.300,19329.300 

50.237,50.237 

6.778,17.191 

6.778,50,237 


5%, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

6,778, 17.191 

6778,50.237 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

43227.600,27407.600 

44078.500,35766.600 

43745.500,32228.500 

78.127,34.013 

23.442, 17.932 

48.543,24.057 


SD.SE 

32562.3000,7675.0200 

25742.6000,4864.9000 

28255.0000,4165.9800 

119.2670,22.5393 

19.8504,3,4555 

85.8264, 10.9889 


MEDIAN 

34969.800 

37936.500 

36604.800 

26.410 

14.742 

16,599 


MIN, MAX 

314.062, 122129.000 

3465.540,108316.000 

314.062,122129.000 

6.859,505.029 

5.550,94.757 

5,550,505.029 


5%, 95% 

314.062, 122129.000 

7212.010,85624.400 

4305.500,107763,000 

7.151,348.552 

7.048.61.850 

7.111.223.634 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NANA 

NA,NA 

NA, NA 

105.649, 105.649 

105.649, 105.649 


SD.SE 

NA, NA 

NA NA 

NANA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

105.649 

105.649 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

105.649, 105.649 

105.649.105.649 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA. NA 

NA. NA 

NA.NA 

Other 

N 

0 

3 

3 

1 

0 

I 


MEAN, GEO MEAN 

NA, NA 

32099.600,21019.300 

32099.600,21019.300 

17.217,17.217 

NA NA 

17.217, 17.217 


SD.SE 

NA, NA 

35078.8000,20252.7000 

35078.8000, 20232.7000 

NA, NA 

NANA 

NA NA 


MEDIAN 

NA 

15836.200 

15836.200 

17.217 

NA 

17.217 


MIN, MAX 

NA, NA 

8104260,72358.300 

8104.260,72358.300 

17.217,17.217 

NA, NA 

17.217. 17.217 


5%, 95% 

NA NA 

8104.260,72358,300 

8104.260.72358.300 

NA. NA 

NA.NA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating tbe descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ(e.g., ’<1.234' will be used as '1,234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOLNT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 73 of?) 


Lab: Harrogate 

Biomarker. Total 3-bydroxycatimne (ug/mg Creatmin) 
Timepoim: Week l _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN. GEO MEAN 

Na, na 

1.936,1.936 

1.936,1,936 

0004,0.004 

0.001,0.001 

0.002,0.002 


SD,SE 

NA, NA 

NANA 

NANA 

NANA 

0.0000, 0.0000 

0.0017,0.0010 


MEDIAN 

NA 

1,936 

1,936 

0.004 

0.001 

0-001 


MIN, MAX 

NA, NA 

1.936, 1.936 

1.936,1.936 

0.004,0.004 

0.001,0.001 

0.001,0.004 


5%. 95% 

NANA 

NANA 

NANA 

NANA 

0.001, QOOI 

aooi. o.oo4 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

5.847,3.827 

7.149,5.138 

6,639,4.579 

0.008, NA 

0,004,0.003 

0.006, NA 


SD.SE 

4.1160,0.9701 

5.0330,0.9512 

4.6916,0.6917 

0.0126,0.0024 

0.0063,0,0011 

0.0098,0.0013 


MEDIAN 

5.353 

5.705 

5.517 

0.002 

0.002 

0.002 


MIN, MAX 

0.076,15.997 

0.154,18.383 

0.076,18.383 

0.000,0.052 

0.001,0.037 

0.000.0.052 


596,95% 

0.076, 15.997 

0.676,18.231 

0.370, 15.997 

0.001,0.042 

0.001.0.011 

0.001.0.021 


BLQ Values Included 

0 

0 

0 

8 

15 

23 

Native American 

N 

0 

0 

0 

0 

1 

l 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NA, NA 

0.022,0,022 

0.022,0.022 


SD,SE 

NA NA 

NANA 

NANA 

NA, NA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.022 

0.022 


MIN, MAX 

NANA 

NANA 

NANA 

NA, NA 

0.022.0.022 

0.022, 0.022 


5%, 95% 

NA, NA 

NANA 

NA NA 

NA NA 

NA, NA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

l 

0 

1 


MEAN, GEO MEAN 

NA, NA 

5.041,3.622 

5.041,3.622 

0.004, 0.004 

NANA 

0.004,0,004 


SD.SE 

NANA 

4 8423,2.7957 

4.8423.2.7957 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

3.147 

3.147 

0.004 

NA 

0.004 


MIN, MAX 

NANA 

1.432,10.544 

1.432,10544 

0.004,0.004 

NANA 

0.004,0.004 


5%, 95% 

NA. NA 

1.432,10.544 

1.432,10544 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

na 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEP0INTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 74 of Y) 


Laic Harrogate 

Biomarker: Total 3-hydrDtycotinine (tig/mg Cieatinin) 
Timepoint: Week 2 _ 





Smokers 



Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Blaek 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1656,1656 

2.656,1656 

0.005,0.005 

0.002,0.001 

0.003,0.002 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0021,0.0012 


MEDIAN 

NA 

2.656 

1656 

0.005 

0.002 

0.002 


MIN, MAX 

NA, NA 

1656,1656 

2.656,2.656 

0.005,0.005 

0.001,0.002 

0.001,0.005 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.001,0.002 

0.001,0.005 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

5.688,3.726 

7.815.5.954 

6.964,4.936 

0.012, NA 

0,004,0.003 

0.008, NA 


SD,SE 

4.0901,0.9640 

5.3627,1.0321 

4.9566,0.7389 

0.0224.0.0042 

0.0047.0.0008 

0.0159, 0.0020 


MEDIAN 

4.759 

6.121 

5.662 

0.003 

0,002 

0.002 


MIN, MAX 

0.054, 15.619 

0,503,20.024 

0,054,20.024 

0.000,0.099 

0.001,0.021 

0.000,0.099 


5%. 95% 

0.054, 15.619 

0.918,18.908 

0.503, 18.134 

0.001,0.071 

0.001,0.020 

0.001,0.026 


BLQ Values Included 

0 

0 

0 

2 

13 

15 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA,NA 

NA, NA 

NA, NA 

NA. NA 

0.027.0.027 

0.027, 0.027 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.027 

0.027 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.027,0.027 

0.027,0.027 


S%, 95% 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Otter 

N 

0 

3 

3 

t 

0 

1 


MEAN, GEO MEAN 

NANA 

5.268,3.684 

5.268, 3.684 

0.004, 0.004 

NA, NA 

0004,0004 


SD, SE 

NA, NA 

5.4003,3.1179 

5.4003,3.1179 

NANA 

NANA 

NA. NA 


MEDIAN 

NA 

1757 

1757 

0.004 

NA 

0.004 


MIN, MAX 

NA, NA 

L581,11.467 

1.581,11.467 

0.004, 0.004 

NANA 

0.004,0.004 


5%. 95% 

NA.NA 

1.581, 11.467 

1.581,11.467 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4*8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOJNT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 75 of?) 


Lab: Harrogate 

Biomarken Total 3-hydroxycotiuine (ugfog Crtatinin) 
Timepoint: Week 3 _ 





Smokers 



Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/BIack 

N 

0 

1 

1 

[ 

2 

3 


MEAN. GEO MEAN 

NANA 

2.669,2.669 

2.669.2.669 

0.003,0.003 

0.003,0.002 

0.003,0.002 


SD.SE 

NANA 

NA, NA 

NANA 

NANA 

0.0021,0.0015 

0.0015.0.0009 


MEDIAN 

NA 

2.669 

2.669 

0.003 

0.003 

0.003 


MIN. MAX 

NANA 

2.669, Z669 

2.669,2669 

0.003,0.003 

0.001,0.004 

0.001.0.004 


5%, 95% 

NA NA 

NANA 

NA, NA 

NANA 

0.001.0.004 

0,001,0.004 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

5.880,3.539 

7.951,6.206 

7.113,4.944 

0.007,0.003 

0l003, 0.003 

0.005,0.003 


SD,SE 

4.7052,1.1412 

5.6132,1.1226 

5,3049,0.8186 

0.0107,0.0020 

0-0026,0.0004 

0.0076.0.0010 


MEDIAN 

5.037 

5.598 

5.084 

0.002 

0.002 

0.002 


MIN, MAX 

0.040.17.626 

1.148. 23.294 

0.046, 23.294 

0.001,0.050 

0.001,0.010 

0.001,0.050 


5%, 95% 

0.046,17.626 

1.303,17.524 

1.148, 17.524 

0.001,0.026 

0.001,0.009 

0.001,0.019 


BLQ Values Included 

0 

0 

0 

7 

18 

25 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN, GEO MEAN 

NA.NA 

NANA 

NANA 

NANA 

0.029.0.029 

0.029.0.029 


SD.SE 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.029 

0.029 


MIN, MAX 

NANA 

NANA 

NANA 

NA, NA 

0.029, 0.029 

0,029,0.029 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

5.706,3.414 

5.706,3.414 

0.002,0-002 

NANA 

0.002,0.002 


SD,SE 

NANA 

6.9022,3.9850 

6.9022, 3.9850 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

1.966 

1.966 

0.002 

NA 

0,002 


MIN, MAX 

NANA 

1.481, 13.671 

1.481,13.671 

0.002,0.002 

NANA 

0.002 0.002 


5%, 95% 

NA. NA 

1.481. 13.671 

1 481, 13671 

NA, NA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 76 of ?) 


Lab: Harrogate 

Biomarker Total 3-hydrOxycotinine (ug/mg Creatinin) 
Timepoint: Overall* _ 

_ Characteristic _Statistic 


African AmericantBlack 


N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95* 


Caucasian 


Native American 


N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95* 

N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95* 


Other 


N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95* 



Smoke re 



Non-Smoke is 


0 

I 

1 

1 

Female 

2 

Overall 

3 

NANA 

2.420,1420 

1420,1420 

0.004,0.004 

0.002, 0.001 

0.002,0.002 

NA, NA 

NANA 

NA. NA 

NANA 

0.0007, 0.0005 

0-0015,0.0009 

NA 

2.420 

2.420 

0.004 

0.002 

0.002 

NA, NA 

2.420,2.420 

1420,2.420 

0.004,0.004 

0.001,0.002 

0.001,0.004 

NA NA 

NANA 

NA NA 

NA NA 

0.001,0.002 

0.001,0.004 

18 

23 

46 

28 

33 

61 

5.814.3.797 

7.554,5.870 

6.873,4.950 

0.009, 0.004 

0.004,0.003 

0.006,0.003 

4.1774,0.9846 

5.1249.0.9685 

4.8051,0.7085 

0.0129, 0.0024 

0.0037,0.0007 

0.0094.0.0012 

4.913 

5.816 

5.417 

0.003 

0.003 

0.003 

0.059,16.414 

0.653, 20.195 

0,059,20.195 

0.001,0.046 

0.001,0.021 

0.001, 0.046 

0.059,16.414 

0.914, 17.186 

0.653, 16.414 

0.001,0.039 

0.001,0.009 

0,001,0.022 

0 

0 

0 

0 

1 

1 

NANA 

NA, NA 

NANA 

NA, NA 

0.026,0.026 

0,026,0.026 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

NA 

NA 

0.026 

0.026 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.026,0.026 

0.026,0.026 

NA NA 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

0 

3 

3 

1 

0 

] 

NANA 

5.33R, 3.602 

S.338,3.602 

0.003,0.003 

Nana 

0.003,0.003 

NA NA 

5.7052,3.2939 

5.7051 3.2939 

NA, NA 

NANA 

NA, NA 

NA 

2.623 

2.623 

0.003 

NA 

0.003 

NA, NA 

1.498, 11.894 

1.498,11.894 

0.003,0003 

NANA 

0.003.0.003 

NA, NA 

1.498, 11.894 

1.498.U.894 

NANA 

NA, NA 

NA, NA 


BLrne 7^1 aCf0 “ V1Si “ wM '" , " Subjta ’* ea "to***** descriptive statistic* across subjects. Count of BLQ values tinea not apply as the BLQ values were converted to the upper limit of the 

BLQ (e.g., <1.234 will be used as 1,234^ for the averages across Visits within a subject thus eliminarig all BLQ values fortte overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOJNTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 77 of ?) 


Lab: Harrogate 

Biomarker: Total 3-bydroiycotinine (nmol/mg Crcatin) 
Timepoinl: Week 1 __ 


Characteristic 



Smokers 



Non-Smokets 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericiuPBlack 

N 

0 

i 

1 

l 

2 

3 


MEAN. GEO MEAN 

NA.NA 

10-073,10.073 

10.073,10073 

0.021,0.021 

0.005.0.COS 

0.010,0.008 


SD.SE 

NA.NA 

NA.NA 

NA.NA 

NA, NA 

0.0000,0.0000 

0.0092,00053 


MEDIAN 

NA 

10.073 

10073 

0.021 

0.005 

0,005 


MIN, MAX 

NA.NA 

10.073,10.073 

10.073,10.073 

0.021,0.021 

0.005,0.005 

0.005,0.021 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.005,0.005 

0.005,0.021 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

30.420,19.913 

37.195,26.732 

34.544.23.822 

0.040. NA 

0.021.0.014 

0.030. NA 


SD.SE 

21.4154,5.0476 

26.1869,4.9489 

24.4107,3.5992 

0.0659,0.0124 

0.0329,0,0057 

0.0513,0.0066 


MEDIAN 

27.849 

29.683 

28.702 

0.010 

0.010 

0.010 


MIN, MAX 

0.393, 83.232 

0.801,95.647 

0.395,95.647 

0.000,0.271 

0,005,0.193 

0.000,0.271 


5%, 95% 

0.395,83.232 

3J17,94.856 

1,925, 83.232 

0.005,0.219 

0.005,0.057 

0.005,0.109 


BLQ Values Included 

0 

0 

0 

8 

15 

23 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.114,0.114 

0.114,0.114 


5D,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.114 

U.114 


MIN, MAX 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

0.114,0.114 

0.114,0.114 


5%, 95% 

NA, NA 

na,na 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ V alues Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

26.228,18.846 

26228,18846 

0.021,0.021 

NA, NA 

0.021,0.021 


SD.SE 

NA, NA 

25.1939,14.5457 

25.1939, 14.5457 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

16.374 

16,374 

0.021 

NA 

0.02! 


MIN, MAX 

NA.NA 

7.451,54.860 

7.451,54.860 

0.021,0.021 

NA, NA 

0.021,0.021 


5%, 95% 

NA, NA 

7.451.54.860 

7.451,54.860 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 78 of?) 


Lab: Harrogate 

Biomarken Total 3-hydroxycctimne (nmol/tngCreatin) 
Timepoini: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

I 

2 

3 


MEAN, GEO MEAN 

NA, NA 

13.819,13.819 

13.819,13.819 

0.026 0.026 

0.008,0.007 

0.014,0.011 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0035,0.0025 

0.0110,0.0063 


MEDIAN 

NA 

13.819 

13.819 

0.026 

0.008 

0.010 


MIN, MAX 

NA, NA 

13.819,13.819 

13.819,13.819 

0.026 0.026 

0.005,0.010 

0.005,0,026 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.005,0.010 

0.005,0.026 


8LQ Values Included 

NA 

0 

0 

0 

i 

i 

Caucasian 

N 

18 

n 

45 

28 

33 

61 


MEAN, GEO MEAN 

29.593, 19.388 

40.659,30.950 

36.233,25.684 

0.061, NA 

0,022,0.015 

0.040, NA 


SD, SE 

21.2809,5.0160 

27.9021,5.3698 

25.7890,3.8444 

0.1164,0.0220 

0,0246 0,0043 

0.0825, 0.0106 


MEDIAN 

24.761 

31.848 

29.459 

0.016 

0.010 

Q.OtO 


MIN, MAX 

0.281,81.266 

2,617,104.185 

0.281,104.185 

0.000,0.515 

0.005,0.109 

0.000,0.515 


5%, 95% 

05181,81.266 

4.776,98.378 

2,617,94.3S1 

0.005,0.369 

0.005,0.104 

0.005,0.135 


BLQ Values Included 

0 

0 

0 

2 

13 

IS 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.140,0.140 

0.140, 0.140 


SD.SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.140 

0.140 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

0.140,0.140 

0.140,0,140 


5%, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

l 

0 

1 


MEAN, GEO MEAN 

NA, NA 

27.411,19.166 

27.411,19.166 

0.021,0.021 

NA, NA 

0.021,0.021 


SD.SE 

NA, NA 

28.0978,16,2223 

28.0978,162223 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

14.345 

14.345 

0.021 

NA 

0.021 


MIN, MAX 

NA, NA 

8.226,59.663 

8.226 59.663 

0.021,0.021 

NA.NA 

0l021, 0.021 


5%, 95% 

NA, NA 

8.226,59.663 

8.226,59.663 

NA, NA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pay 79 ul?) 


Lab: Harrogalc 

Biomarker Total 3-hydroxycotinine (nmol/mg Creaiin) 
Timepoini: Week 3_ 


Characteristic 



Smokers 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

13.887, 13.887 

13.887, 13.887 

0.016,0.016 

0.013,0.010 

0.014,0.012 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0113,0.0080 

0.0082. 0.0047 


MEDIAN 

NA 

13.887 

13.887 

0.016 

0.013 

0.016 


MIN, MAX 

NA, NA 

13.887, 13.887 

13.887,13.887 

0.016,0.016 

0.005,0.021 

0.005, 0.021 


5%, 93* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.005,0.021 

0.005,0.021 


CLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

30.593, 18.410 

41.370,32.292 

37.008.25,723 

0.034,0.016 

0.018,0.014 

0.025.0.015 


SD, SE 

24.4813,5.9376 

29.2056,5.8411 

27.6017,4.2590 

0.0558,0.0105 

0.0135,0.0024 

0.0395,0.0051 


MEDIAN 

26.208 

29.126 

26453 

0,010 

0.010 

0.010 


MIN, MAX 

0.239,91.708 

5.973, 121.199 

0.239, 121.199 

0.005,0.260 

0.005,0.052 

0.005,0.260 


5%, 95* 

0.239,91.708 

6,780,91.177 

3,973,91.177 

0.005,0.135 

0.005,0.047 

0.005,0.099 


BLQ Values Included 

0 

0 

0 

7 

18 

25 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.151,0.151 

0.151,0.151 


SD, SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.151 

0.151 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.151,0.151 

0.151,0.151 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

29.688, 17.765 

29.688, 17.765 

0.010,0.010 

NA, NA 

0.010,0.010 


SD.SE 

NA, NA 

35.9117,20.7336 

35.9117,20.7336 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

10.229 

10.229 

0.010 

NA 

0.010 


MIN, MAX 

NA, NA 

7.706,71.130 

7.706,71.130 

0.010,0.010 

NA, NA 

0.010, 0-010 


5%, 95% 

NA, NA 

7.706,71.130 

7.70671.130 

NA, NA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURF. BYTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 80 of?) 


Lab: Harrogale 

Biomarker: Total 3-hydn0syC0tinine (nmol/mg Cteatin) 

Timepoint: Overall' ____ 

Smokers _Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

12.593, 12.593 

12.593, 12.593 

0.021,0.021 

0.009,0.008 

0.013,0.011 


SD.SE 

NA.NA 

NA NA 

NA, NA 

NA, NA 

0.0049,0.0035 

0.0080,0.0046 


MEDIAN 

NA 

12.593 

12,593 

0.021 

0.009 

0.012 


MIN, MAX 

NA, NA 

12.593,12.593 

12.593, 12.593 

0.021,0.021 

0.005,0.012 

0.005,0.021 


5%, 95% 

NA, NA 

NANA 

NA NA 

NA.NA 

0.005, 0.012 

0.005.0.021 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

30.249,19.747 

39.304, 30.544 

35.761,25.752 

0.045,0.020 

0.020,0,015 

0.032,0.017 


SD,SE 

21.7351,5.1230 

26.6646,5.0391 

25.0006,3.6861 

0.0672,0.0127 

0.0197, 0.0034 

0.0490,0.0063 


MEDIAN 

25.563 

30.259 

28.180 

0.015 

0.016 

0.016 


MIN, MAX 

0.305, 85.402 

3.399, 103.075 

0.305, 105.075 

0.003,0.241 

0.005,0.11! 

0,003,0.241 


5%, 93% 

0.305, 85.402 

4.755, 89.417 

3.399, 85-402 

0.005.0.203 

0.005,0.0+7 

0.005,0.116 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.133,0.135 

0.135,0.135 


SD.SE 

NA, NA 

NA NA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.135 

0.135 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA NA 

0.135,0.135 

0.135,0.135 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA. NA 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

27,776,18,742 

27.776,18.742 

0.017,0.017 

NANA 

0.017,0.017 


SD.SE 

NANA 

29.6834, 17.1377 

29.6834, 17.1377 

NANA 

NA, NA 

NA.NA 


MEDIAN 

NA 

13.649 

13.649 

0.017 

NA 

0.017 


MIN, MAX 

NANA 

7.794,61.884 

7.794,61.884 

0.017,0.017 

NA, NA 

0.017,0.017 


5%, 95% 

NA, NA 

7.794,61.584 

7.794,61.884 

NA, NA 

NA, NA 

NA NA 


‘ Overall values calculated by first averaging the remits across visits within a subject, (hen calculating the descriptive statistics across Subject*. Coiml of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g,, '<1.234' will be used as '1.234’) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY HMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 81 of?) 


Lab: Harrogate 

Biomarker: Ftce 3-hydroxyCotinine (ug/24hr) 
Timcpoim: Week 1 _ 


Characteristic 



Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black: 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

3047.040,3047.040 

3047.040,3047.040 

7.800,7.800 

1.228, 1.170 

3.418,2202 


SD. SE 

NANA 

NA. NA 

NANA 

NANA 

0.5268,0.3725 

3.8129, 22014 


MEDIAN 

NA 

3047.040 

3047.040 

7.800 

1.228 

1.600 


MIN, MAX 

NA.NA 

3047.040, 3047.040 

3047.040,3047.040 

7.800,7.800 

0855,1.600 

0.855, 7.800 


5%, 95* 

NA, NA 

NA, NA 

NANA 

NANA 

0.855,1.600 

0.855, 7.800 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

5856.480,3547.470 

5650.290,4255.870 

5730.970,3963.220 

10.657. 4.631 

3.875,2807 

6.988.3.532 


SD, SE 

4830.8700, 1138.6500 

3809.5000,719.9270 

41875700,617.3930 

16.2646, 3,0737 

4.5882, 0.7987 

11.9114,15251 


MEDIAN 

5526.840 

5539.210 

5539.210 

2954 

2725 

2.725 


MIN, MAX 

42.441,20367.215 

143.550, 18150.580 

42.441,20367.215 

0.950, 67.936 

0.880, 25.488 

0.880, 67.936 


5%, 95% 

42.441,20367.200 

935.760,11844.000 

645.000,11844.000 

1.030,463)35 

1.140,11.700 

1.140,30820 


BLQ Values Included 

0 

0 

0 

7 

15 

22 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NANA 

13.974, 13.974 

13.974,13.974 


SD, SE 

NA.NA 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

13.974 

13.974 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NANA 

13.974, 13.974 

13.974,13.974 


5%, 95% 

NA, NA 

NA NA 

NA. NA 

NA, NA 

NANA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NA, NA 

5866,590,4111.280 

6866.590,4111.280 

3564,3.564 

NA, NA 

3564, 3564 


SD, SE 

NA, NA 

7808.3700,4508.1700 

7808.3700, 4508.1700 

NA NA 

NA NA 

NA, NA 


median 

NA 

3597.140 

3597.140 

3.564 

NA 

3.564 


MIN, MAX 

NA, NA 

1224.380, 15778.245 

1224,380,15778.245 

3564,3.564 

NANA 

3.564.3.564 


5%, 95% 

NA, NA 

1224.380.15778.200 

1224.380.15778.200 

NA. NA 

NA. NA 

NA NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Page 82 of ?) 


Lab; Harrogale 

Biomarken Free 3-hjdro*ycotinine (ug(24hr) 

Timepoint; Week 2 _ 

. , _ Smokers _ 

_ Characteristic _ Statistic _ Male _ Female _tYvcrail 


African Amcrican/Black 

N 

0 

1 

I 

j 


MEAN, GEO MEAN 

NA, NA 

2733.160,2733.160 

2733.160.2733,160 

6.050,6.050 


SD.SE 

NA, NA 

NA, NA 

NANA 

NA.NA 


MEDIAN 

NA 

2733.160 

2733,160 

6.050 


MIN, MAX 

NA. NA 

2733.159,2733.159 

2733.159,2733.159 

6.050,6.050 


536,95% 

NA, NA 

NA, NA 

NA.NA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

Caucasian 

N 

18 

27 

45 

28 


MEAN, GEO MEAN 

5893.470, 3777.180 

7343.350,5814.770 

6763.400. 4893.130 

15.523,5.591 


SD, SE 

3983,1000,938.8260 

4210.2500,810.2640 

4137.6700,616.8070 

30.2584,5.7183 


MEDIAN 

5281.350 

7237.740 

6389.210 

3.269 


MIN, MAX 

24.210, 16978.770 

400.405,18154.368 

24.210,18154,368 

0.875, 152.550 


5%, 95% 

24.210, 1697S.800 

884.631, 15032.800 

72Z866,15032.800 

0.902,60.135 


BLQ Values Included 

0 

0 

0 

3 

Native American 

N 

0 

0 

0 

o 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA.NA 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NANA 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

Other 

N 

0 

3 

3 

1 


MEAN, GEO MEAN 

NA.NA 

5697.380,3287.460 

5697.380,3287.460 

3.660,3,660 


SD, SE 

NA. NA 

7095.6900,4096.7000 

7095.6900, 4096.7000 

NA.NA 


MEDIAN 

NA 

1671.690 

1671,690 

3.660 


MIN. MAX 

NA.NA 

1530.080, 13890.360 

1530,OS), 13890.360 

3.660.3.660 


5%, 95% 

NA, NA 

1530.080,13890.400 

1530 080,13890.400 

NANA 


BLQ V alues Included 

NA 

0 

0 

0 


Non-Smokers 

Female 

2 

2.105,1.919 
1.2233, 0.8650 
2.105 

1.240,2.970 

1.240,2.970 

1 

33 

4.303,3.206 

4.1293,0.7188 

2740 

0750,20.909 
1.248,12.282 
14 

I 

13.650.13.650 
NA.NA 

13.650 

13.650.13.650 
NANA 

0 

0 

NA, NA 
NA.NA 
NA 

NA, NA 
NA, NA 
NA 


Overall 


3 

3.420,2.814 
24364, 1.4066 

2.970 

1.240,6.050 
1.240,6.050 

! 

61 

9.453,4.139 

21.2810,27248 

2900 

0.750, 152.550 
1.023,31.960 

17 

1 

13.650, 13.650 
NA, NA 

13.650 

13,650,13.650 
NA, NA 
0 

1 

3,660, 3.660 
NA, NA 
3.660 

3.660,3.660 
NA, NA 
0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pag= 83 of ?) 


Lab: Harrogate 

Biomarker: Free 3-hydroxj , cotinineIug/24hr) 

Timepoinl: Week 3 __ 

_ Characteristic _Statistic Male 


Smokers _ 

Female _ Overall _ Male 


Non-Smokers 

Female 


African American/Blaclc 

N 

MEAN, GEO MEAN 

0 

NA, NA 

1 

3277.960,3277.960 

1 

3277.960,3277.960 

1 

5.820,5.820 

2 

1,559, 1.480 


$D» Sb 

NANA 

NA, NA 

NA, NA 

NA, NA 

0.6944,0.4910 


MEDIAN 

NA 

3277.960 

3277.960 

5.820 

1.559 


MIN, MAX 

NA, NA 

3277,959,3277.959 

3277.959,3277.959 

5.82a 5.820 

1.068, 2.050 


5%, 95% 

NANA 

NANA 

NANA 

NA NA 

1X68,2,050 


BLQ V alucs Included 

NA 

0 

0 

0 

2 

Caucasian 

N 

17 

25 

42 

28 

33 

3.461,2.832 


MEAN, GEO MEAN 

6143550,3478.250 

6668.110,5516.600 

6455.780,4577.130 

10.156, 4.957 


SD.SE 

4990.3900,1210.3500 

3768.8500,753.7700 

4254.5500,656.4910 

16.1095, 3.0444 

2.5591 T 0,4455 


MEDIAN 

4755.720 

5789,160 

5126.680 

2.971 

1760 


MIN, MAX 

21,379, 15121.480 

97(k686,13569.448 

21.379, 15121.480 

1.430,72.800 

a990,10.528 


5%, 95% 

21.379, 15121.500 

1154.780,13029.400 

976.686,14222.600 

1.720, 38.750 

1.260,9.805 
21 


BLQ Values Included 

0 

0 

0 

S 

Native American 

N 

0 

0 

0 

o 

1 

16,830, 16.830 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA NA 

NA, NA 


SD, SB 

NA, NA 

NANA 

NA, NA 

NANA 

NA^NA 


MEDIAN 

NA 

NA 

NA 

NA 

16.830 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

16.830, 16830 


5%, 95% 

NANA 

NANA 

NANA 

NA NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

Other 

N 

0 

3 

3 

1 



MEAN, GEO MEAN 

NA NA 

3146.700,2296.410 

3146.700,2296.410 

1.859, 1.859 

NA, NA 


SD.SE 

NANA 

3132.6800,1808.6500 

3132.6800,1808.6500 

NANA 

NA, NA 


MEDIAN 

NA 

1338,390 

1338.390 

1.859 

NA 


MIN, MAX 

NANA 

1337.700, 6764.008 

1337.700,6764.008 

1.859, 1.859 

NA, NA 


5%, 95% 

NANA 

1337.700, 6764.010 

1337.700,6764,010 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 


Overall 


3 

2.979,2.336 
2.5086, 1,4483 
2.050 

1.068,5.820 
1.068,5.820 
2 

61 

6.534,3.662 
11.4713, 1.4687 
2.898 

0.990, 72.800 
1.430,31,610 
29 

1 

16830,16.830 
NA, NA 
16830 

16830,16830 
NANA 
0 


1.859, 1.859 
NANA 
1.859 

1.859,1.859 
NA, NA 
0 
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TABU; 14.4-8 

DESCRIPTIVE STATISTICS OF 24H0UR URINE BIOMARKERS OF EXPOSURE BY TIMLPOINT FOR DEMOORAPHIC CHARACTERISTIC: RACE 

(Page 84 of ?> 


Lab: Harrogate 

Biomarken Free 3-hydroxycotinine Cug/24hr> 
Timepoint: Overall* _ 


Characteristic 


Male 

Smokers 



Noo-Smoke re 


African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

3019.390, 3019.390 

3019.390.3019.390 

6557,6.557 

1.631,1.597 

3.273,1558 


SD.SE 

NANA 

NA, NA 

NA. NA 

NANA 

0.4632.0.3275 

2.8631, 1.6530 


MEDIAN 

NA 

3019.390 

3019.390 

6.557 

1.631 

1,958 


MIN, MAX 

NA.NA 

3019.390,3019,390 

3019.390,3019.390 

6.557,6.557 

1.303, 1.958 

1.303,6.557 


5%, 95* 

NA, NA 

NANA 

NANA 

NA, NA 

1.303, 1.958 

1.303,6.557 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

5997.370.3797.210 

6357.490,5145.690 

6216.580.4568.770 

12.1115.643 

3.880,3.166 

7.659, 4,128 


SD.SE 

4284.2000,1009.8000 

3721.7400, 703.3430 

3908.4900,576.2750 

18.2553.3.4499 

17955,0.4866 

13.0860, 1.6755 


MEDIAN 

5057.480 

5683.440 

5453.020 

4401 

2.833 

3.182 


MIN, MAX 

29.343,17222.200 

506.880,16339.400 

29.343,17222.200 

1.277,76.940 

1.038,13.701 

1.038,76.940 


5*. 95* 

29.343,17222.200 

991.725,12433.200 

696.229,12433.200 

1.37456.114 

1.276, 8.975 

1.369,33.167 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NANA 

NA, NA 

NA, NA 

NANA 

14.818,14818 

14818, 14.818 


SD.SE 

NANA 

NANA 

NANA 

NA, NA 

NA. NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

14.818 

14818 


MIN, MAX 

NA NA 

NANA 

NANA 

NA, NA 

14818,14.818 

14.818, 14.818 


5%, 95* 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

5236.890.3316.650 

5236.890, 3316.650 

3.028,3.028 

NANA 

3.028, 3.028 


SD.SE 

NA, NA 

5996.5800,34611300 

5996.5800, 3462.1300 

NANA 

NANA 

NA. NA 


MEDIAN 

NA 

2202.410 

2202.410 

3.028 

NA 

3.028 


MIN, MAX 

NANA 

1364.050,12144.200 

1364.050,12144.200 

3.028,3.028 

NA, NA 

3.028,3.028 


5%, 95% 

NA, NA 

1364.050,12144.200 

1364.050,12144.200 

NA, NA 

NA NA 

NA, NA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 85 of?) 


Lab: Harrogate 

Biomarken Free 3-hydroxycotinine (nmol/24hr) 
Ttmepoint: Week 1 ____ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amcrican/Blaclc 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

15853.700,15853.700 

15853,700.15853.700 

40.583, 4Ql583 

6.387, 6.086 

17.786, 11.455 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NANA 

2.7407,1.9380 

19.8380,11.4535 


MEDIAN 

NA 

15853.700 

15853.700 

40.583 

6.387 

8.325 


MIN, MAX 

NA, NA 

15853.749,15853.749 

15853.749,15833,749 

40.583,40.583 

4.449,8.325 

4.449.40.583 


5%, 95% 

NANA 

NA.NA 

NA, NA 

NA, NA 

4.449, 8,325 

4.449.40.583 


RT-Q Values Included 

NA 

0 

0 

0 

I 

1 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

30471.300,18457.500 

29398.500,22143300 

29818.300,20620.600 

55.450,24.093 

20.153,14.605 

36.360,18.377 


SD, SE 

25135.0000.5924.3800 

19820.8000,3745.7800 

21786.9000, 3212.3000 

84.6248,15.9926 

23.8725,4.1557 

61.9751,7.9351 


MEDIAN 

28756.100 

28820.500 

28820.500 

15.367 

14.178 

14.178 


MIN, MAX 

220.821,105970.620 

746.891,94437.468 

220.821, 105970.620 

4943,353.471 

4.579, 132.614 

4.579, 353.471 


5%, 95% 

220.821,105971.000 

4868.760, 61624,300 

3353.940, 61624.300 

5.359,239.520 

5.931,60.875 

5.931, 160.356 


BLQ Values Included 

0 

0 

0 

7 

IS 

22 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA NA 

NA, NA 

72.707,71707 

71707,72.707 


SD, SE 

NA, NA 

NANA 

NANA 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

71707 

71707 


MIN, MAX 

NANA 

NA, NA 

NANA 

NANA 

71707, 71707 

71707,72.707 


5%, 95% 

NA, NA 

NA NA 

NA. NA 

NANA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

35726.900,21391.000 

35726.900,21391.000 

IB.543,18.M3 

NA, NA 

18.543, 18.543 


SD, SE 

NA, NA 

40627.0000,23456.0000 

40627.0000, 23456.0000 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

18715.900 

18715.900 

18.543 

NA 

18.543 


MIN, MAX 

NANA 

6370.449, 82094.209 

6370.449, 87.094.209 

18.543,18.543 

NA, NA 

18.543, 18513 


5%, 95% 

NA, NA 

6370.450,82094.200 

6370.450,82094.200 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABUS 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 86 of ?) 


Lab: Harrogaie 

Biomarker Free 3-hydtMycotinine (nmoU24hr) 
Timepoim: Week 2_ 


Sm °k” __ _ Non-Smokeis 


Characteristic 

Statistic 

Mate 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

•a 


MEAN. GEO MEAN 

NA.NA 

14220.600, 14220.600 

14220.600,14220.600 

31.478,31.478 

10.953, 9.9SS 

O 

17.794, 14.641 


SD,SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

6,3647,4.500S 

12.6762, 7.3186 


MEDIAN 

NA 

14220.600 

14220.600 

31.478 

10.953 

15.453 


MIN, MAX 

NA, NA 

14220.626,14220.626 

14220.626,14220.626 

31.478,31.478 

6.452,15.453 

6.452,31.478 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6,452 15.453 

6.452,31,478 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

30663.700, 19652.700 

38207.500,30254.200 

35190.000,25459.000 

80.764,29.088 

22388,16.683 

49.183, 21.533 


SD.SE 

20724.1000,4884.7100 

21906.0000,4215.8000 

21528.3000,3209.2500 

157.4340,29.7523 

21.4850,3.7401 

110.7250. 14.1769 


MEDIAN 

27478.800 

37658.000 

33243.100 

17.009 

14.256 

15.089 


MIN, MAX 

125.965, 88340.540 

2083.307,94457.177 

125.965,94457.177 

4.553,793.718 

3.902, 108.790 

3.902, 793.718 


5%, 95% 

125.965, 88340.500 

4602.740,78215.800 

3761.070, 78215.800 

4.693,312882 

6.493, 63.903 

5.323,166.288 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

j 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA.NA 

71.021,71.021 

71.021,71.021 


SD.SE 

NA. NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

71.021 

71.021 


MIN, MAX 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

71.021, 71.021 

71.021,71.021 


59b, 959b 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

t 

0 

I 


MEAN, GEO MEAN 

NA, NA 

29643.400, 17104.700 

29643.400,17104.700 

19.043,19.043 

NA, NA 

19.043,19.043 


SD, SE 

NA, NA 

36918.9000,21315.1000 

36918.9000,21315.1000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

8697.790 

8697.790 

19.043 

NA 

19.043 


MIN, MAX 

NA, NA 

7961.006,72271,543 

7961.006,72271,543 

19.043,19.043 

NA. NA 

19.043, 19.043 


59b, 959b 

NA, NA 

7961.010,72271.500 

7961.010.72271.500 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMAKKEKS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 87 of 7) 


Lab: Harogate 

Biomarken Free 3-hydrcwycotinine (nmoll24Jir) 
Timepoint: Week 3_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA NA 

17055.200, 17055.200 

17055.200, 17055.200 

30.281,30.281 

8.112.7.699 

15.501,12.153 


SD.SE 

NA.NA 

NA. NA 

NANA 

NANA 

3.6126,2.5545 

13.0520, 7.5356 


MEDIAN 

NA 

17055.200 

17055.200 

30.281 

8.112 

10.666 


MIN, MAX 

NA, NA 

17055.221,17055.221 

17055.221.17055.221 

30.281, 30.281 

52157, 10.666 

5,557, 30.281 


5*, 95% 

NA NA 

NA. NA 

NA, NA 

NA, NA 

5.557, 10.666 

5.557. 30.281 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN. GEO MEAN 

31964.900.18097.300 

34694.200,28702.800 

33589.400,23814.800 

51843.25.791 

18.009, 14,736 

33.999,19.053 


SD,SE 

25965.0000,6297.4300 

19609.3000.3921.8700 

22136.4000, 3415.7200 

83.8175. 15.8400 

13.3148.2.3178 

59.6S51.7.6419 


MEDIAN 

24744.000 

30121.000 

26674.100 

15.459 

14.360 

15.078 


MIN, MAX 

111.235,78677.060 

5081,597,70601.838 

111.235,78677.060 

7.440,378.778 

5.151,54.777 

5.151,373.778 


5%, 95% 

111.235.78677.100 

6008.340,67792.100 

5081.700,74000.000 

8.949, 201.616 

6-556,51.015 

7.440, 164.467 


BLQ Values Included 

0 

0 

0 

8 

21 

29 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NANA 

NA NA 

87.566, 87,566 

87.566,87.566 


SD.SE 

NA, NA 

NA NA 

NA NA 

NA NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

87.566 

87.566 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

87.566, 87,566 

87.566, 87.566 


5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

NA NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

16372.300,11948.200 

16372.300, 11948.200 

9.672,9.672 

NANA 

9.672,9.672 


SD.SE 

NA, NA 

16299.3000.9410.4300 

16299.3000,9410.4300 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

6963.650 

6963.650 

9.672 

NA 

9.672 


MIN, MAX 

NA NA 

6960.053, 35193.134 

6960.053,35193.134 

9.672.9.672 

NANA 

9.672,9.672 


5%, 95% 

NA, NA 

6960 050, 35193,100 

69604)50,35193.100 

NANA 

NA NA 

NA. NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 88 of ?) 


Lab: Harrogate 

Biomarker Free 3-hydroaycotinine (nmoI/24iir) 
Timepoint: Overall* _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

15709.900, 15709.900 

15709.900, 15709.900 

34.114,34.114 

8.484. 8.310 

17.027,13.306 


SD.SE 

NA, NA 

NANA 

NANA 

NANA 

24119,1.7055 

14.8957,8.6001 


MEDIAN 

NA 

15709.900 

15709.900 

34.114 

8.484 

10.189 


MIN, MAX 

NA, NA 

15709.900,15709.900 

15709.900,15709.900 

34114,34.114 

6.778,10.189 

6.778,34114 


5%, 95* 

NA, NA 

NANA 

NANA 

NA, NA 

6.778,10.1S9 

6.778, 34.114 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

31204.300, 19756.900 

33078.100,26773.000 

32344.900, 23771.300 

63.019,29.361 

20.186, 16.475 

39.847,21.479 


SD.SE 

22290.7000, 5253.9700 

19364.2000,36595000 

20335.9000,2998.3600 

94.9825,17.9500 

145447,25319 

68.0864.8.7176 


MEDIAN 

26314.100 

29571,000 

28372100 

22.896 

14742 

16.556 


MIN, MAX 

152.674,89607.000 

2637.300, 85014.100 

152674, 89607.000 

6.643,400.319 

5.402, 71.284 

5.402,400.319 


5%, 95% 

152.674,89607.000 

5159.950,64690.100 

3622.480,64690.100 

7.151,291.961 

6.639,46.695 

7.125, 172570 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

77.098, 77.098 

77.098,77.098 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

77.098 

77.098 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NANA 

77.098,77.098 

77.098,77.098 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NA. NA 

27247.500, 17256.500 

27247.500, 17256.500 

15.753.15.753 

NA, NA 

15.753.15.753 


SD.SE 

NA, NA 

31200,2000, 18013.5000 

31200.2000, 18013.5000 

NA NA 

NA, NA 

NA NA 


MEDIAN 

NA 

11459.100 

11459.100 

15.753 

NA 

15.753 


MIN, MAX 

NANA 

7097.170,63186.300 

7097.170,63186.300 

15.753,15.753 

NANA 

15.753,15.753 


5%, 95% 

NANA 

7097.170,63186.300 

7097.170,63186.300 

NA, NA 

NA NA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does trot apply as the BLQ values were converted to the upper limit of the 
BLQ(e.g., '<1.234' will be used as T.2343 for (be averages across visits within a subject thus rliniinstig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BYTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 89 of 7) 


Lab: Harrogale 

Biomarker Free 3-hydrc»yc<xmine (ug/mg Creatinin) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African AmericaiVBIack 

N 

0 

1 

i 

, 

2 

3 



MEAN. GEO MEAN 

NA.NA 

2.083,1083 

2.083,1083 

0.003,0.003 

0.001,0.001 

0.001 0.001 



SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0012,0.0007 



MEDIAN 

NA 

1083 

1083 

0:003 

0.001 

0.001 



MIN, MAX 

NA, NA 

1083,1083 

2.083,2,083 

0.003,0.003 

0.001,0.001 

0,001,0.003 



5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.001,0.001 

0.001,0.003 



BLQ Values Included 

NA 

0 

0 

0 

l 

1 


Caucasian 

N 

18 

28 

46 

28 

33 

61 



MEAN, CEO MEAN 

4.056,1684 

5.365,3.829 

4.853,3.332 

0,006, NA 

0.004, 0.003 

0.005, NA 



SD.SE 

15920,0.6109 

3.8727,0.7319 

3.4574,0.5098 

0.0100,0.0019 

0.0060,0.0011 

0,0081,0X1010 



MEDIAN 

4.045 

4.520 

4,322 

0.002 

0.002 

0,002 



MIN, MAX 

0.040,8.886 

0.119,14.351 

0.040, 14.351 

0.000,0.042 

0.001,0.036 

0.000,0.042 



5%, 95% 

0.040,8.886 

0.500,13.466 

0.300,12.478 

0.001, 0.032 

0.001,0.0Q8 

0.001, 0.019 



BLQ Values Included 

0 

0 

0 

7 

15 

22 


Native American 

N 

0 

0 

0 

0 

i 

1 



MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.016,0.016 

0.016,0.016 



SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

0.016 

0.016 



MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.016, 0.016 

0.016, 0.016 



5%, 95% 

NA, NA 

NA.NA 

NA* NA 

NA, NA 

NA NA 

NA. NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

1 

0 

I 



MEAN, GEO MEAN 

NA, NA 

4.331,1905 

4.331,2.905 

0.003,0.003 

NA, NA 

0.003,0.003 



5D, SE 

NA, NA 

4.5767, 2.6423 

4.5767, 2,6423 

NA, NA 

NANA 

NANA 



MEDIAN 

NA 

2.319 

1319 

0.003 

NA 

0003 



MIN, MAX 

NA, NA 

1 105,9.569 

1.105,9.569 

0.003.0.003 

NANA 

0.003,0.003 



5%, 95% 

NA, NA 

1.105,9.569 

1.105,9.569 

NA, NA 

NANA 

NA, NA 



BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-IIOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 90 of 7) 


Lab: Harrogate 

Biomarker Free 3-hydrokycotinIne (ug/mg Creatinin) 
Timcpoint: Week 2 _ 


Characteristic 



Smoke ts 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 


African Araeri can/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

1.870, 1,870 

1.870.1.870 

0.003,0.003 

0.002,0.001 

0.002,0.002 


SD, SE 

NA NA 

NA, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0010,0.0006 


MEDIAN 

NA 

1.870 

1.870 

0.003 

0.002 

0.002 


MIN, MAX 

NA, NA 

1.870, 1.870 

1.870.1.870 

0.003, 0.003 

0,001,0.002 

0.001,0.003 


5%, 95% 

NA, NA 

NA NA 

NANA 

NA t NA 

0.001,0.002 

0.001,0,003 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasia# 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

4.195,2,776 

6.035, 4.584 

5.299,3.750 

0.010, NA 

0.004, 0.003 

0.006, NA 


SD. SE 

2.6525,0.6252 

4.0714,0.7835 

3.6529,0.5445 

0.0178,0.0034 

0.0033,0.0006 

0.0126,0.0016 


median 

3.834 

4.990 

4.201 

0.002 

0.002 

0.002 


MIN, MAX 

0.027,10.012 

0.400,15.297 

0.027, 15.297 

0.000,0.079 

0.001,0.018 

0.000,0.079 


5%, 95% 

0.027,10.012 

0l693, 14.865 

0.400, 12.899 

0.001,0.057 

0.001,0.010 

0.001,0.019 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA NA 

NA, NA 

0.019,0.019 

0019,0.019 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

0.019 

0,019 


MIN, MAX 

NA. NA 

NA, NA 

NA NA 

NA, NA 

0.019,0.019 

0j019, 0.019 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NA, NA 

4.309, 2.929 

4.309, 2.929 

0.004, 0.004 

NANA 

0.004,0.004 


SD, SE 

NA, NA 

4.6213,2.668! 

4.6213, 2.6681 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

1.972 

1.972 

0.004 

NA 

0,004 


MIN, MAX 

NA. NA 

1.323,9.612 

1.323,9.632 

0.004, 0.004 

NA, NA 

0.004, 0.004 


5%, 95% 

NA, NA 

1.323,9.632 

1.323,9.632 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 


Projcot Number: 12C26-3450 Created on 10MAR02 at 06:53 Printed on Tuesday, March 20 , 2002 at 2:10 PH 


Page SO OT 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 





PM3003537671 



TABLE 14 . 4-8 

DESCRIPTIVE STATISTICS OF 24-IlOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 91 of?) 


Lab: Harrogate 

Biomarken Free 3-hydroxycotinine (ug/mgCreatinin) 

TimcDoint: Week 3 

Characteristic 



Smokers 



Nou-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Arnerican/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1 . 974 , 1,974 

1 . 974 , 1.974 

0 . 003 , 0.003 

0 . 001 , 0.001 

0 . 002 , 0.001 


SD,SE 

NA, NA 

NANA 

NA, NA 

NANA 

0 . 0000 , 0.0000 

0 . 0012 , 0.0007 


MEDIAN 

NA 

1.974 

1.974 

0.003 

0.001 

0.001 


MIN, MAX 

NA, NA 

1 . 974 , 1.974 

1 . 974 , 1.974 

0 . 003 , 0.003 

0 . 001 , 0.001 

0 . 001 , 0.003 


5 %, 95 % 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

0 . 001 , 0.001 

0 . 001 , 0.003 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

4 . 141 , 2.512 

5 . 775 , 4.542 

5 . 114 , 3.574 

0 . 005 , 0.003 

0 . 003 , 0.003 

0 . 004 . 0.003 


SD.SE 

2 . 9060 , 0.7048 

3 . 8840 , 0.7768 

35757,05517 

0 . 0085 , 0.0016 

0.0022 0.0004 

0 . 0060 , 0.0008 


MEDIAN 

3.299 

4.235 

3.940 

0.002 

0.002 

0.002 


MIN, MAX 

0 . 019 , 9.708 

0 . 770 , 15.542 

0 . 019,15542 

0 . 001 , 0.041 

0 . 001 , 0.008 

aooi , o . o 4 i 


5 %, 95 % 

0 . 019 , 9.708 

0 . 972 , 11.642 

0 . 770 , 11.609 

0 . 001 , 0.018 

0 . 001 , 0.008 

0 . 001 , 0.014 


BLQ Values Included 

0 

0 

0 

8 

21 

29 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN , GEO MEAN 

NA, NA 

NANA 

NANA 

NA, NA 

0 . 022 , 0.022 

0 , 022 , 0.022 


SD,SE 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.022 

0.022 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NANA 

0 . 022 . 0.022 

0 . 022 . 0.022 


5 %, 95 % 

NANA 

NANA 

NANA 

NA NA 

NA NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

4 . 936,2950 

4 . 936,2950 

0 . 002 , 0.002 

NANA 

0 . 002 , 0.002 


SD.SE 

NANA 

5 . 9949 , 3.4611 

5 . 9949 , 3.4611 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

1574 

1574 

0.002 

NA 

0.002 


MIN, MAX 

NA. NA 

1 . 376 , 11.857 

1 . 376 , 11.857 

0 . 0020.002 

NA.NA 

0 . 002 , 0.002 


5 %, 95 % 

NANA 

1.376,11.857 

1 . 376 , 11.857 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 


i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOLNT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 92 of 2) 


Lab: Harrogate 

Biomarker: Free 3-hydroxycotiiuiie{ug/[ng Creatinin) 
Tiroepoint: Overall*_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

I 

i 

1 

2 

3 


MEAN. GEO MEAN 

NA,NA 

1.976,1.976 

1.976,1.976 

0.003,0.003 

0.001,0.001 

0.002,0.001 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0012.0.0007 


MEDIAN 

NA 

1.976 

1.976 

0003 

0.001 

0.001 


MIN, MAX 

NA.NA 

1.976,1.976 

1.976,1.976 

0.003, 0.003 

0.001,0.001 

0.001,0.003 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.001,0.001 

0.001,0.003 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

4.143,2.740 

5.657,4.400 

5.065,3.656 

0.007.0.003 

0.003,0.003 

0.005.0.003 


SD.SE 

2.6080,0.6147 

3.7620,0.7110 

3,4087,0.5026 

0.0103, 0.0019 

0.0030,0.0005 

0.0075,0.0010 


MEDIAN 

3.555 

4.522 

4.265 

0.002 

0.003 

0.002 


MIN. MAX 

0.029,9.245 

0.497, 14.264 

0.029, 14.264 

0.001,0.037 

0.001,0.017 

0.001,0.037 


5%, 95% 

0.029,9.245 

0.654, 12.984 

0497,12,705 

0.001,0.033 

0.001,0.008 

0.001,0.017 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GBO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA.NA 

0.019. 0.019 

0.019.0.019 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.019 

0.019 


MIN, MAX 

NA t NA 

NA, NA 

NA, NA 

NA, NA 

0.019,0.019 

0.019, 0.019 


5%, 95% 

NA, NA 

NA,NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

Other 

N 

0 

3 

3 

i 

0 

I 


MEAN, GEO MEAN 

NA, NA 

4.525,2.966 

4525,2.966 

0.003,0.003 

NA, NA 

0.003,0.003 


SD.SE 

NA, NA 

5.0545,2,9182 

5.0545,2.9182 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

1.889 

1,889 

0.003 

NA 

0.003 


MIN, MAX 

NA, NA 

1.334, 10.353 

1.334,10.353 

0.003,0.003 

NA, NA 

0.003,0.003 


5%, 95% 

NA, NA 

1.334,10-353 

1.334,10.353 

NA, NA 

NA, NA 

NA, NA 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics arms* subjects. Count of RLQ values does nee apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.,'<1.234'will be used as ' 1.2343 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BV TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 93 of?) 


Lab: Harrogate 

Biomarker. Free 3-hydroxycotinlne (nraoKmg Creatia) 
Timepouit: Week I ____ 


Characteristic 



Smote rs 



Nun-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

10.838,10.838 

10.838,10.838 

0.016,0.016 

0.005,0.005 

0.009,0.007 


SD.SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0064, 0.0037 


MEDIAN 

NA 

10.838 

10.838 

0,016 

0.005 

0.005 


MIN, MAX 

NA.NA 

10.838, 10.838 

10.838,10.838 

0.016,0.016 

0.005,0.005 

0.005,0.Ot 6 


5%, 95% 

NA, NA 

NA.NA 

NANA 

NANA 

0.005,0.005 

0.005,0.016 


BLQ Values Included 

NA 

0 

0 

0 

1 

i 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

21.104,13.962 

27.912,19.922 

25.248,17.335 

0.033, NA 

0.019,0.013 

0.025, N A 


SD.SE 

13.4863,3.1788 

20.1498,3.8080 

17.9391,26523 

0.0521,0.0099 

0.0314,0.0055 

0,0424,0.0054 


MEDIAN 

21.044 

23.515 

22488 

0,010 

0.010 

0.010 


MIN, MAX 

0.208, 46.234 

0.619,74.668 

0.208,74.668 

0.000, 0.219 

0.005,0.187 

0.000,0.219 


5%, 95% 

0.208,46.234 

2,602,70.064 

1.561, 64.923 

0.005,0.166 

0.005,0.042 

0.005,0.099 


BLQ V alues Included 

0 

0 

0 

7 

15 

22 

Nalive American 

N 

0 

0 

0 

0 

1 

I 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 

0.083,0.083 

0.083,0.083 


SD, SE 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.083 

0,083 


MIN, MAX 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

0.083,0.083 

0.083,0.083 


5%, 95% 

NA.NA 

NA NA 

NANA 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

22.534, 15.116 

22.534,15.116 

0.016,0.016 

NA.NA 

0.016,0.016 


SD,SE 

NA.NA 

23.8128, 13.7483 

23.8128, 13.7483 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

12066 

12.066 

0,016 

NA 

0.016 


MIN, MAX 

NA, NA 

5l749, 49.788 

5.749, 49.788 

0.016,0.016 

NA NA 

0.016,0.016 


5%, 95% 

NA, NA 

5.749,49.788 

5.749,49.788 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOCRAPHIC CHARACTERISTIC: RACE 

(Page 94 of 7) 


Lab: Harrogate 

Biomarker. Fret 3-hydimycotimire (nmol/mg Creatin) 
Timepoinl: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/BlacV 

N 

0 

I 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

9.730,9.T30 

9.730,9.730 

0.016,0.016 

0.008,0.007 

0.010,0.009 


SD, SE 

NA,NA 

NANA 

NA.NA 

NA, NA 

0.0035,0.0025 

0.0055,0.0032 


MEDIAN 

NA 

9.730 

9.730 

0.016 

0.008 

0.010 


MIN, MAX 

NA NA 

9.73ft 9.730 

9.730,9.730 

0.016 ft016 

0005,0.010 

0.005, U016 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.005,0.010 

0.005,0.016 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

21,828,14.439 

31.398,23.851 

27.570, 19.512 

0.049, NA 

0.018,0.014 

0.032 NA 


SD, SE 

13,8009, 3.2529 

21.1836,4.0768 

19.00622.8333 

0.0927,0.0175 

0.0174,0.0030 

0.0654,0.0084 


MEDIAN 

19.946 

25.963 

21.858 

0.010 

0.010 

0.010 


MIN, MAX 

0,140,52.092 

2081,79.590 

0.140,79.590 

0.000,0.411 

0.005,0.094 

0.000,0.411 


5%, 95% 

0.140,52092 

3.606, 77.343 

2081,67.113 

0.005, 0.297 

0,005 ,0.052 

0.005, 0.099 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NA NA 

0.099,0.099 

0.099, 0.099 


SD, SE 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.099 

0.099 


MIN, MAX 

NANA 

NANA 

NANA 

NANA 

0099.0.099 

0.099,0.099 


3%, 95% 

NANA 

NANA 

NA. NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

22.420, 15.240 

22420, 15.240 

0.021,0.021 

NANA 

0.021,0.021 


SD, SE 

NA, NA 

24.0442 13.8819 

24.0442 13.8819 

NA, NA 

NANA 

NA.NA 


MEDIAN 

NA 

10.260 

10.260 

0.021 

NA 

0.021 


MIN, MAX 

NA. NA 

6.884.50.115 

6884,50.115 

0.021,0.021 

NA. NA 

0.021. 0.021 


5%, 95% 

NANA 

6884,50.115 

6.884,50.115 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 95 of 7} 


Lab: Harrogate 

Bioroarker Free 3-hydro*ycotinine (iraioPmg Creatin) 
Tirnepoint: Week 3_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

10.271,10,271 

10.271,10271 

0.016,0.016 

0.005, 0.005 

0.009,0.007 


SD.SE 

NA NA 

NA, NA 

NA, NA 

na,na 

0 . 0000 , 0.0000 

0.0064,0.0037 


MEDIAN 

NA 

10.271 

10271 

0.016 

0.005 

0.005 


MIN, MAX 

NA, NA 

10.271,10,271 

10,271, 10.271 

0.016,0.016 

0.005,0.005 

0.005,0.016 


5%, 95% 

NA, NA 

NANA 

NANA 

NA NA 

0.005,0.005 

0.005,0.016 


blq values included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

21.545,13.070 

30.049,23.631 

26.607,18.594 

0.027,0.013 

0.016, 0.013 

0.021,0l013 


SD,SE 

15.1200,3.6671 

20,2085,4.0417 

18.6042.2.8707 

0.0441,0.0083 

0.0114.0.0020 

0.0312.0.0040 


MEDIAN 

17,165 

22.035 

20.497 

0.010 

0.010 

0.010 


MIN, MAX 

0.099,50.511 

4.006, 80.865 

0.099,80,865 

0.005,0.213 

0.005,0.042 

0.005,0,213 


3%, 95% 

0.099,50.511 

5.057, 60.573 

4.006,60.402 

0.005,0.094 

0.005,0.042 

0.005,0.073 


BLQ Values Included 

0 

0 

0 

8 

21 

29 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA NA 

NA, NA 

NANA 

NANA 

0.114,0.114 

0.114,0,114 


SD, SE 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

0.114 

0.114 


MIN, MAX 

NA NA 

NANA 

NANA 

NANA 

0.114,0.114 

0.114,0.114 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

25.680, 15.350 

25,680,15,350 

0.010,0.010 

NANA 

0.010,0.010 


SD.SE 

NANA 

31.1913, 18.0083 

31.1913,18.0033 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

8.190 

8.190 

0.010 

NA 

0.010 


MIN, MAX 

NA, NA 

7.159,61.692 

7.159, 61.692 

0.010,0.010 

NA, NA 

0.010,0.010 


5%, 95% 

NANA 

7.159,61.692 

7.159,61.692 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page £6 of?) 


Lab: Harrogale 

Biomarker: Free. 3-hydroxycotinine (nmol/mg Crealin) 

TbtietKjijU: Overall* __ 

_ Smokers 

_ Characteristic _ Statistic _Male _Female 


African Anterican/BIark 

N 

0 

1 


MEAN. GEO MEAN 

NA, NA 

10.280,10.280 


SD, SE 

NA, NA 

NA, NA 


MEDIAN 

NA 

10.280 


MIN, MAX 

NA, NA 

10.280,10.280 


5%, 95% 

NA, NA 

NA, NA 

Caucasian 

N 

18 

28 


MEAN, GEO MEAN 

21.558, 14.243 

29.434,22.895 


SD, SE 

13.5702,3,1985 

19.5739.3.6991 


MEDIAN 

18.494 

23.528 


MIN, MAX 

6149,48,103 

2.586,74.215 


5*, 95* 

0.149,48.103 

3.405,67.557 

Native American 

N 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NA, NA 


SD, SE 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA, NA 

na.na 


5*, 95% 

NA, NA 

NA, NA 

Other 

N 

0 

3 


MEAN, GEO MEAN 

NA.NA 

23.545,15.431 


SD, SE 

NA, NA 

26.2978,15.1831 


MEDIAN 

NA 

9.828 


MIN, MAX 

NA, NA 

6.941,53.865 


5%, 95% 

NA, NA 

6.941,53.865 


Non-Smokers 


Overall 

Male 

Female 

Overall 

i 

1 

2 

3 

10.280. 10.280 

0.016,0.016 

0.006,0.006 

0.009,0.OOS 

NA, NA 

NA. NA 

0.0014,0.0010 

0.0059,0.0034 

10.280 

0.016 

0.006 

0.007 

10280,10.280 

0.016,0.016 

0.005,0.007 

0.005,0.016 

NA, NA 

NA, NA 

0.005,0.007 

0.005,0.016 

46 

28 

33 

61 

26.352, 19.015 

0.0360.017 

6018,0.014 

0.026 0.015 

17.7357,2.6150 

0.0537,0.0102 

0.0154,0.0027 

0.0389, 0.0050 

22.189 

0.012 

0.014 

0.012 

0.149,74.215 

0.003,0.194 

0.005,6088 

0.003,0.194 

2J86,66.106 

0.003,0,170 

0.005, 0.040 

0.005,0.088 

0 

0 

1 

, 

NA, NA 

NA, NA 

0.099,0.099 

0.099, 0.099 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

0.099 

0.099 

NA, NA 

NA, NA 

0.099,0.099 

0.099, 0.099 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

3 

1 

0 

1 

23.545. 15.431 

0.0160016 

NA, NA 

0.0166016 

26 2978, 15.1831 

NA, NA 

NA, NA 

NA, NA 

9.828 

0.016 

NA 

0.016 

6941,53.865 

0.016,0.016 

NA, NA 

0.016,6016 

6.941,53.865 

NA.NA 

NA, NA 

NA, NA 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values 
BLQ (e.g, <1.234 will be used as 1.234 1 ) for the averages across visits within a subject thus eliminatig ail BLQ values for the overall statistics. 


were con veiled to (lie upper limit of the 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 97 of?) 


Lah: Harrogate 

Biomarker 3-hydimyc«inine glucuronide (nntoV24hr) 
Tlniepoint; Week I _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericatVBlack 

N 

0 

0 

0 

l 

2 

3 


MEAN, GBO MEAN 

NA, NA 

NANA 

NANA 

7,800,7.800 

2508, NA 

4.272, NA 


SD.SE 

NA.NA 

NANA 

NANA 

NA, NA 

35468, 2.5080 

3.9529,2.2822 


MEDIAN 

NA 

NA 

NA 

7.800 

2.503 

5.016 


MIN, MAX 

NA, NA 

NANA 

NANA 

7.800, 7.800 

0.000,5.016 

0.000, 7.800 


5%, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

0.000,5.016 

0.000, 7.800 


BLQ Values Included 

NA 

NA 

NA 

0 

l 

1 

Caucasian 

N 

18 

28 

46 

23 

26 

« 


MEAN, GEO MEAN 

13658.800,7347,440 

10032.800.6934,350 

11451.700,7093,150 

15,522, NA 

3.434, NA 

9,108, NA 


SD,SE 

14S25.2000, 3494.3200 

6849.4200, 1294.4200 

10694.9000,1576.8700 

23,9229,4.9SS3 

4.9697, 0.9746 

17,6727,2.5247 


MEDIAN 

8980.790 

8936.480 

8936.480 

5.640 

1.155 

1.930 


MIN, MAX 

197.400,56537.828 

218.900,26230.442 

197.400,56537.828 

0.000, 86.504 

0.000, 16.900 

0.000, 86.504 


5%. 95% 

197.400.56537.800 

757.770.25398.700 

757.770.26230.400 

0.000. 72.540 

0.000,14.949 

0.000,52.260 


BLQ Values Included 

0 

0 

0 

7 

15 

22 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA NA 

NA NA 

NANA 

NA NA 

30,003,30.003 

30.003, 30.003 


SD, SE 

NA NA 

NANA 

NANA 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

30.003 

30.003 


MIN. MAX 

NA, NA 

NA NA 

NANA 

NANA 

30.003, 30.003 

30.003,30.003 


5%, 95% 

NANA 

NANA 

NA NA 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

5644.650,4723.350 

5644,650,4723.350 

2.106,2.106 

NA, NA 

2,106,2,106 


SD.SE 

NA, NA 

3363.1600,1941.7200 

3363.1600,1941.7200 

NANA 

NA, NA 

NA NA 


MEDIAN 

NA 

6683.240 

6683240 

2.106 

NA 

2.106 


MIN, MAX 

NANA 

1884.710,8366.015 

1884.710,8366,015 

2,106, 2.106 

NANA 

2.106,2.106 


5%, 95% 

NANA 

1884.710, 8166.020 

1884.710, 8366.020 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-6 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOCRAPHIC CHARACTERISTIC: RACE 

(Page 98 of 1) 


Lab: Harrogaie 

Biomartxn 3-hydroxyeotinine glucuronide (iraiol/24hr) 
Timenoint: Week 2 _ 


Characteristic 



Smokers 



Noo-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Bladt 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

5972.250, 5972.250 

5972.250,5972 250 

31.350,31.350 

0.528, NA 

10,802, NA 


SD.SE 

NA, NA 

NA-NA 

NA, NA 

NA, NA 

0.7467,0.5280 

17.8029, 10.2785 


MEDIAN 

NA 

5972.250 

5972.250 

31.350 

0.528 

1.056 


MIN, MAX 

NA, NA 

5972.252,5972.252 

5972.252,5972.252 

31.350,31.350 

0.000,1.056 

0.000,31.350 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,1.056 

0.000, 31.350 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

IS 

27 

45 

25 

30 

55 


MEAN, GEO MEAN 

9769.280,6028.730 

11018.400,8622860 

10518.800,7472.760 

22.042, NA 

6.394, NA 

13.506, NA 


SD,SE 

8845.0300,2084.7900 

6783.7000, 1305.5200 

7602.8100.1133.3600 

43.0455,8.6091 

13.0209,23773 

31.2474,4.2134 


MEDIAN 

7733.960 

9640.240 

9075.580 

3.198 

1.226 

1,575 


MIN, MAX 

126.000,38811.750 

540.383,26263.300 

126.000,38811.750 

0.000,202.270 

0,000, 62.122 

0.000, 202.270 


5%, 95% 

126.000,38811.800 

1494.590,24231.800 

622.537,24231.800 

0.000,75525 

0-000.31.536 

0.000.62.122 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

30.420, 30.420 

30.420, 30.420 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

NA 

30,420 

30.420 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

30.420, 30.420 

30.420. 30.420 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6259.460,4196.480 

6259.460,4196.480 

0.763,0.763 

NA, NA 

0.763,0.763 


SD, SE 

NA, NA 

6570.0600,3793.2300 

6570,0600,3793.2300 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

3462.880 

3462.880 

0.763 

NA 

0.763 


MIN, MAX 

NA. NA 

1550.374, 13765,125 

1550,374, 13765.125 

0.763,0.763 

NA. NA 

0,763,0.763 


5%, 95% 

NA, NA 

1550270,13765.100 

1550.370,13765.100 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 99 of ?) 


Lab: Harrogate 

Biomarker: 3-hydroiycotinine glucurcmide (nrnoV24hr) 
Timepoim: Week 3 _ 


Characteristic 



Smokers 



Non- Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Arneri can/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

6005.500, 6005.500 

6005500,6005500 

9.021,9.021 

7.483, NA 

7.995, NA 


SD,SE 

nana 

NA, NA 

NANA 

NA NA 

105819,7.4825 

75350,4.3504 


MEDIAN 

NA 

6005500 

6005 500 

9.021 

7,483 

9.021 


MIN, MAX 

NANA 

6005.498, 6005.498 

6005.498,6005.498 

9.021,9-021 

0.000, 14.965 

0.CO0, 14.965 


598,95% 

NANA 

NANA 

NANA 

NA NA 

0500,14.965 

0.000,14.965 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

26 

31 

57 


MEAN, GEO MEAN 

12597.300,6606.370 

13017.200, 10104.900 

12847.200,8507.940 

14592, NA 

2553, NA 

8.045, NA 


SD.SE 

14948.0000,3625.4200 

8966.1300,1793.2300 

11588.7000, 1788.1800 

265888,5.2145 

5.4800,0.9842 

19.1911,2.5419 


MEDIAN 

8891.740 

11237,700 

9149.350 

3.172 

0.000 

0.940 


MIN, MAX 

160.868,64170.700 

1725.522,33098.780 

160.868, 64170.700 

0.000,88.660 

0.000,26.235 

0.000,88.660 


5%, 95% 

160.868,64170.700 

2950.620,31402.400 

1725.520, 31402.400 

0.000, 86.250 

0.000,12.480 

0.000,71.050 


RI.Q Values Included 

0 

0 

0 

8 

21 

29 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA NA 

NANA 

NANA 

NANA 

25.331.25.331 

25.331,25,331 


SD, SE 

NA. NA 

nana 

NANA 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

25.331 

25.331 


MIN, MAX 

NANA 

NANA 

NA NA 

nana 

25.331,25.331 

25.331,25.331 


5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

NA. NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Orher 

N 

0 

2 

2 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

4185.030, 4009.390 

4185.030,4009.390 

1.430,1,430 

NA.NA 

1.430, 1.430 


SD, SE 

NA, NA 

1696.6600, 1199.7200 

1696.6600,1199.7200 

NA, NA 

NANA 

NA NA 


MEDIAN 

NA 

4185.030 

4185.030 

1.430 

NA 

1-430 


MIN, MAX 

NA NA 

2985.312,5384.756 

2985.312.5384.756 

1.430, 1.430 

NA, NA 

1.430, 1.430 


5%, 95% 

NANA 

2985.310,5384.760 

2985.310,5384.760 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE DIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

<Psl@! 100 of 7) 


Lab; Harrogate 

Biomarker: 3-hydroxycotinitie glucuronide (nmol/24hrJ 
Timepoint: Overall' _ 


Characteristic 



Smoke re 



Non-Smoken 


Statistic 

Male 

Female 

Overall 

Mole 

Female 

Overall 

African American/Black 

N 

0 

i 

, 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

5988.880,5988.880 

5988,880,5988.880 

16.057,16.057 

3.506, NA 

7.690, NA 


SD,SE 

NA.NA 

NA, NA 

NA.NA 

NANA 

4.9582,3.5060 

8.0499, 4.6476 


MEDIAN 

NA 

5988.880 

5988.880 

16.057 

3506 

7.012 


MIN, MAX 

NA, NA 

5988.880, 598&880 

5988.880,3988.880 

16.057, 16.057 

0.000, 7.012 

0500, 16.057 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

0.000,7.012 

0,000, 16.057 

Caucasian 

N 

18 

28 

46 

28 

32 

60 


MEAN, GEO MEAN 

12023.200,7040.190 

11000.400,8755.380 

11400.700,8039.380 

16,659, NA 

3.856, NA 

9.830, NA 


SD.SE 

11899.5000,2*04.7400 

6866,4600, 1297.6400 

9057.3900, 1335.4400 

27.0061,5.1037 

5.9000, 1.0430 

19.8379,2.5611 


MEDIAN 

8821.500 

9418540 

9418540 

4.403 

1.173 

2.314 


MIN, MAX 

161,423, 49042.900 

828.268,27011.000 

161.423, 49042.900 

0.000,104.787 

0.000,23501 

0.000, 104,787 


5%, 95% 

161.423,49042.900 

2052.100,23927.100 

828,268,27011.000 

0.000, 87.582 

0.000,19.257 

0.000,50,471 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA. NA 

NANA 

NANA 

NA NA 

28.585,28.585 

28585,28.585 


SD.SE 

NA, NA 

NANA 

NA.NA 

NA, NA 

NA NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

28585 

28585 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

NA,NA 

28585, 28585 

28585,28.585 


5%, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

NANA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

5088.880,4100.660 

50S8.880,4100.660 

1.433,1.433 

NANA 

1.433,1.433 


sd.se 

NA NA 

3777.8400,21*1.1400 

3777.8400,2181.1400 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

4377.140 

437/.140 

1.433 

NA 

1.433 


MIN, MAX 

NA, NA 

17)7540,9171.970 

1717540,9171.970 

1.433, 1,433 

NA, NA 

1.433, 1.433 


5%, 95% 

NA NA 

1717.540,9171.970 

1717.540,9171,970 

NANA 

NA.NA 

NA.NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ(e.g., ’<1.234’ will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values fonhe overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 101 of?) 


Lab; Harrogate 

Biomarken 3-hydrosycotinine glucuionide (wnol/mgCreatin) 
Timcpoint; Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

NA. NA 

NA. NA 

0.003,0.003 

<1002 NA 

0002 NA 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0021.0.0015 

0.0017,0.0010 


MEDIAN 

NA 

NA 

NA 

0.003 

0.002 

0.003 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

0.000,0.003 

0.000,0.003 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0,000,0.003 

0,000, 0.003 


BLQ Values Included 

NA 

NA 

NA 

0 

1 

1 

Caucasian 

N 

18 

28 

46 

23 

26 

49 


MEAN. GEO MEAN 

9.316,5.558 

9.283,6.239 

9796,5.963 

0,009, NA 

0.003, NA 

0.006, NA 


SD.SE 

8.9395,2.1071 

7.1439, 1,3501 

7.7981,1.1498 

0.0151,0.0031 

0,0040,0.0008 

0.0111,0.0016 


MEDIAN 

7.365 

7.431 

7.378 

0.002 

0.001 

0.001 


MIN, MAX 

0,186,37.904 

0.182,24.795 

0.182,37.904 

0.000,0.053 

0.000,0.015 

0.000,0.033 


5%, 95% 

0.186,37.904 

0.724, 24.215 

0,365,24.215 

0.000,0.051 

0.000,0.012 

0.000,0.025 


BLQ Values Included 

0 

0 

0 

7 

15 

22 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.034,0.034 

0.034,0.034 


SD, SB 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


median 

NA 

NA 

NA 

NA 

0.034 

0.034 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.034,0.034 

0.034,0.034 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

3.695,3.338 

3.695,3.338 

0.002, 0.002 

NA, NA 

0.002,0.002 


SD,SE 

NA, NA 

L7684, 1.0210 

1.7684,1.0210 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

4.309 

4.309 

0.002 

NA 

0.002 


MIN, MAX 

NA, NA 

1.701,5.074 

1.701.5.074 

0.002,0.002 

NA, NA 

0.002,0.002 


5%, 95% 

NA, NA 

1.701.5.074 

1.701.5.074 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 102 of 2) 


Lab: Harrogate 

Biomarten 3-hydnoxycotinine gIucuronLde(mnol/mgCreatin) 
Timepoint: West 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/BIack 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4.086,4.086 

4.086,4.086 

0.014,0.014 

0.001, NA 

0.005, NA 


SD.SE 

NANA 

NA. NA 

NA, NA 

NA. NA 

0.0007, 0.0005 

0.0078,0.0045 


MEDIAN 

NA 

4.086 

4.086 

0.014 

0.001 

0.001 


MIN, MAX 

NA NA 

4.086,4.086 

4.086, 4.086 

0.014, 0.014 

0 .000,0.001 

0.000,0.014 


5 %, 95 % 

NA, NA 

NA, NA 

NA, NA 

NA NA 

0 .000,0.001 

0.000,0.014 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

25 

30 

55 


MEAN, GEO MEAN 

7.764,4.431 

9.261.6.797 

8.663,5.728 

0.013, NA 

0.005, NA 

0.009, NA 


SD,SE 

8.8779,2.0925 

7,3950,1.4232 

7.9572, 1.1862 

0.0253,0.0051 

0.0102,0.0019 

0.0189,0.0026 


MEDIAN 

4.949 

7,035 

6.309 

0.002 

0.001 

0.001 


MIN, MAX 

0.141,37.773 

0539, 31.266 

0.141,37.773 

0.000,0,105 

0.000,0.053 

0.000,0.105 


5 %, 95% 

0.141,37.773 

1.171,24.592 

0.539,24.592 

0.000,0.072 

0.000,0.016 

0.000,0.053 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 

0.041,0.041 

0,041,0.041 


SD. SE 

NA, NA 

NANA 

NA NA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.041 

0.041 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.041, 0.041 

0.041,0.041 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

i 


MEAN, GEO MEAN 

NA, NA 

4.990,3.739 

4.990.3.739 

0 .001,0.001 

NANA 

0 .001,0.001 


SD.SE 

NA. NA 

4.1764,2.4112 

4.1754,2.4112 

NANA 

NA.NA 

NA, NA 


MEDIAN 

NA 

4.084 

4.084 

0,001 

NA 

0.001 


MIN, MAX 

NA.NA 

1.341,9.545 

1.341,9.545 

0 .001,0.001 

NA, NA 

0 .001,0.001 


5%, 95% 

NA, NA 

1341.9.545 

1341,9.545 

NA.NA 

NA, NA 

NANA 


BLQ Vallies Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURB BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 103 of?) 


Lab: Harrogate 

Bsomaiker: 3-hydroxycotmine giicuronidc (nmoltog Creatin) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokcre 


Statistic 

Male 

Female 

Overall 

Mole 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

3.616, 3.616 

3.616,3.616 

0.004,0.004 

0.006, NA 

0.005, NA 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NANA 

0.007S, 0.0055 

0.0056, 0.0032 


MEDIAN 

NA 

3.616 

3.616 

0.004 

0.006 

0,004 


MIN, MAX 

NANA 

3.616,3.616 

3.616 3.616 

03*4. Q004 

G.00Q, 0.011 

0000 ,0.011 


5 %, 95 % 

NA, NA 

NANA 

NANA 

NA,NA 

0 .000,0.011 

0 .000,0.011 


BLQ V alues Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

26 

31 

57 


MEAN, GEO MEAN 

9.048,4.767 

11.321,8.320 

10.401,6.641 

0.007, NA 

0.002, NA 

0.004, NA 


SD,SE 

10.5051,2.5479 

9.6795, 1.93S9 

9.9592,1,5367 

0.0132,0.0026 

0.0043,0.0008 

0,0097,0.0013 


MEDIAN 

6526 

7,591 

6.861 

0.002 

0.000 

0,000 


MIN, MAX 

0.141,41.198 

1.718, 40.332 

0.141,41.198 

0.000,0.050 

0,000,0.018 

0.000,0.050 


5%, 95% 

0.141, 41.198 

1.968, 30.778 

1.718, 30.778 

0.0001 0.040 

0 .000,0.012 

0000. 0030 


BLQ Values Included 

0 

0 

0 

8 

21 

29 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA. NA 

NA NA 

NA, NA 

0.034,0.034 

0.034,0,034 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.034 

0.034 


MIN, MAX 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

0.034,0.034 

0.034, 0034 


5%, 95* 

NA, NA 

NA NA 

NA NA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

2 

2 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6.255,5.383 

6.255, 5,383 

0 .002,0,002 

NANA 

0 .002,0.002 


SD.SE 

NA, NA 

45036,3.1845 

4.5036 3.1845 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

6255 

6255 

0.002 

NA 

0.002 


MIN, MAX 

NANA 

3,070,9.439 

3.070,9.439 

0 .002, 0.002 

NANA 

0 .002, 0.002 


5%. 95% 

NA NA 

3070,9.439 

3.070.9.439 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 104 of?) 


Lab: Harrogate 

Biomarker. 3-hydroxyvotinine glucuronide(nmoVmgCreatin) 
T'imepoinl: Overall' __ 


Characteristic 



jokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

I 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

3.851, 3.851 

3.851, 3.851 

am, am 

0.001 NA 

0.004, NA 


SD, SE 

NA, NA 

NA, NA 

NA. NA 

NA.NA 

0.0035.0.0025 

0.0035 0.0021 


MEDIAN 

NA 

3.851 

3.851 

0.007 

0.003 

0.005 


MIN, MAX 

NA, NA 

3.851, 3.851 

3.851, 3.851 

0.007,0.007 

0.000,0.005 

0.000,0.007 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.005 

0.000,0.007 

Caucasian 

N 

18 

28 

46 

28 

32 

60 


MEAN, GEO MEAN 

8.691,5.073 

9.869,7.427 

9.408,5.398 

0 ,010, NA 

0.003, NA 

0.006, NA 


SD, SE 

9.1846,2.1648 

7.4965, 1,4167 

8,1194.1.1971 

0.0152,0.0029 

00047,0.0008 

0.0113,0.0015 


MEDIAN 

5.838 

7.341 

6.767 

0.002 

0.001 

0.002 


MIN, MAX 

0.156, 38.958 

0,813,30.859 

0.156,38.958 

0.000,0.052 

0 .000,0.021 

0.000,0.052 


5%. 95% 

0.156,38.958 

U51,26.074 

0.813,26.074 

0.000,0.049 

o.ooo, o.on 

0.000,0.034 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.035 0.036 

0.035 0.036 


SD, SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.035 

0.036 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0350.036 

50350.036 


5%, 95% 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

D 

3 

3 

i 

0 

i 


MEAN, GEO MEAN 

NA, NA 

4.454, 3.599 

4454,1599 

0 .002,0,002 

NA, NA 

0002 ,0.002 


SD, SE 

NA, NA 

3.2949, 1.9023 

3.2949, 1.9023 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

3.821 

3.821 

0.002 

NA 

0.002 


MIN, MAX 

NA, NA 

1.521, 8.019 

1.521,8.019 

0 .002, 0.002 

NA, NA 

0 .002, 0.002 


5%, 95% 

NA, NA 

1,521, 8,019 

1521, 8.019 

NA, NA 

NA, NA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive, statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to'lie uppet limit of the 
BLQ <e.g., , <1.234’ will be used as '1.234') for the averages across visits within a subject thus eliminatig ail BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTIC'S OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 105 of?) 


Lab; Harrogate 

Biomarker: 3-hydroxycotinine giucuronide (nrooVL) 
Ti mepoint: Week I _ 


Characteristic 


African American/Black 


Caucasian 


Native American 


Other 




Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

0 

0 

1 

2 

3 

MEAN, CEO MEAN 

NANA 

NA, NA 

NA. NA 

2 .6.2.6 

4.4, NA 

3.8, NA 

SD.SE 

NA. NA 

NA, NA 

NA NA 

NA, NA 

6,22,4.40 

4.52,261 

MEDIAN 

NA 

NA 

NA 

26 

4.4 

2.6 

MIN, MAX 

NA, NA 

NANA 

NANA 

2 .6,2.6 

0 .0,8.8 

0 ,0, 8.8 

5%, 9556 

NA, NA 

NA, NA 

NA, NA 

NANA 

0 .0,8.8 

0 .0, 8.8 

BLQ Values Included 

NA 

NA 

NA 

0 

1 

1 

N 

18 

28 

46 

23 

26 

49 

MEAN, CEO MEAN 

8694.8,4489,1 

6171.7,4011,8 

7159.0,4192.2 

10.2, NA 

1.8, NA 

5.8, NA 

SD.SE 

11055.20,2605.73 

4733.83, 894.61 

7820.89,1153.13 

20.51,4,28 

252,0.49 

14.64,209 

MEDIAN 

5531.3 

5316.7 

5421,3 

4.2 

1.0 

1.6 

MIN, MAX 

140.0,4S117.3 

79.6,162922 

79.6,48117.3 

0.0,98.3 

0.0,9.9 

0.0, 98.3 

5%, 95% 

140.0, 48117.3 

814.8, 14940.4 

811.1, 16292.2 

0.0,26.0 

0.0,62 

0.0,17.7 

BLQ Values Included 

0 

0 

0 

7 

15 

22 

N 

0 

0 

0 

0 

1 

i 

MEAN, GEO MEAN 

NA, NA 

NANA 

NA. NA 

NANA 

21,9,21.9 

21.9.21.9 

SD.SE 

NA, NA 

NANA 

NA.NA 

NA NA 

NANA 

NANA 

MEDIAN 

NA 

NA 

NA 

NA 

21,9 

21.9 

MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

21.9.21.9 

21.9.21.9 

5<5fe, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NANA 

BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

N 

0 

3 

3 

1 

0 

1 

MEAN, GEO MEAN 

NA, NA 

2860.1,2156.0 

2860.1,2156.0 

26, 2.6 

NANA 

26,26 

SD.SE 

NA, NA 

1991.68,1149.90 

1991.68, 1149.90 

NA NA 

NA, NA 

NA, NA 

MEDIAN 

NA 

3414.7 

3414.7 

26 

NA 

26 

MIN, MAX 

NA, NA 

649.9,4515.7 

649.9.4515.7 

2 6.2.6 

NA. NA 

26.26 

5%, 95% 

NA, NA 

649.9,4515.7 

649.9.4515.7 

NA,NA 

NA, NA 

NANA 

BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 106 of?) 


Lab: Harrogate 

Biosnarker: 3-hydioxycotinine glucuronide (rnnoI/L) 
Timepoipt: Week 2 _ 


Characteristic 



Smokers 



Noc-Smokcis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4176.4,4176.4 

4176.4,4176.4 

11.4,11.4 

0.8, NA 

4.3, NA 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

1.13, 0.80 

617,3.56 


MEDIAN 

NA 

4176.4 

4176.4 

11.4 

0.8 

1.6 


MIN, MAX 

NA,NA 

4176.4, 4176.4 

4176.4,4176.4 

11.4, 11.4 

0.0, 1.6 

0.0, 11.4 


5*, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.0,1.6 

0.0, 11.4 


BLQ V alues Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

25 

30 

55 


MEAN. GEO MEAN 

6920.4,4258.9 

6984.6,5247.6 

6958.9,4827.2 

15.7, NA 

3.3, NA 

9.0, NA 


SD, SE 

5859.62, 1381.13 

482133,927.86 

5196.41,774.63 

36.97,7.39 

6.86,1.25 

25.92, 3.49 


MUD IAN 

5673.1 

57223 

5722.3 

1.6 

05 

1.6 


MIN, MAX 

140.0,23215.3 

296.1,18931.1 

140.0,23215.8 

0.0,179.0 

OO, 34,9 

0.0,179.0 


5%, 95% 

140.0,23215.8 

1235.2,15749.0 

596.3, 15749.0 

0,0,624 

0.0,14,6 

0.0, 38.0 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

15.6,15.6 

15.6,15.6 


SD, SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA t NA 


MEDIAN 

NA 

NA 

NA 

NA 

15.6 

15.6 


MIN, MAX 

NA, NA 

NA.NA 

NA. NA 

NA, NA 

15.6, 15.6 

15.6,15.6 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA. NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

3849.5,2668.2 

38495, 2668.2 

05,0.5 

NA, NA 

05,0.5 


SD, SE 

NA, NA 

3928.47, 2268.11 

3928.47,2268.11 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

21443 

2144.2 

0.5 

NA 

05 


MIN, MAX 

NA, NA 

1061.9,8342.5 

1061.9,8342.5 

0.5,05 

NA. NA 

0.5.0.5 


5%, 95% 

NA, NA 

1061.9,8342.5 

1061.9,8342.5 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 107 of 7) 


Lab: Harrogale 

Biomarler 3-hydroxycotinine glucurtmide(nmoVL) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Americnn/Rladc 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4498.5,4498.5 

4498.5, 4498.5 

3.1, 3.1 

3.7, NA 

3.5, NA 


SD.SE 

NANA 

NA, NA 

NANA 

NA, NA 

5,16.3.65 

3.66,2.12 


MEDIAN 

NA 

4498.5 

4498,5 

3.1 

3.7 

3.1 


MIN, MAX 

NANA 

4498.5, 449S.5 

4498-5,4498,5 

3.!, 3.1 

0.0,7.3 

0.0,7.3 


5%, 95* 

NA, NA 

NA NA 

NA.NA 

NA, NA 

0.0,7.3 

0.0,7.3 


BLQ V alues Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

26 

3! 

57 


MEAN, GEO MEAN 

7528.7,3907,3 

7906.7, 5515.1 

7753.7,4797.0 

8.0, NA 

1.4, NA 

4.4, NA 


SD.SE 

8771.50,2127.40 

8149.26,1629.85 

8302.70,1281.13 

14.82,2.91 

2.52,0.45 

10.61,1.41 


MEDIAN 

5225.9 

5334.1 

5280.0 

2.1 

0.0 

05 


MIN, MAX 

153,5, 29731.5 

927.7, 40612.0 

1515, 40612.0 

0.0, 68.2 

0.0, 9.9 

00,682 


S%, 9S% 

153.5,29731.5 

1603.6, 16665.7 

927.7,29168,5 

0.0, 27.6 

0.0,62 

0.0,25.0 


BLQ Values Included 

0 

0 

0 

8 

21 

29 

Nalive American 

N 

0 

0 

0 

0 

1 

I 


MEAN, GEO MEAN 

NA.NA 

NANA 

NANA 

NA, NA 

14.6, 14.6 

14.6,14.6 


SD.SE 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 

NA, NA 


median 

NA 

NA 

NA 

NA 

14.6 

14.6 


MIN, MAX 

NA.NA 

NANA 

NANA 

NA, NA 

14.6,14.6 

14.6, 14.6 


5%, 95* 

NA, NA 

NA, NA 

NANA 

NA NA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

2 

2 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

4320.4, 4219.5 

4320.4,4219.5 

1.0, 1.0 

NANA 

1.0,1.0 


SD.SE 

NA, NA 

1312.32,927.95 

1312.32,927.95 

NA, NA 

NA, NA 

NA NA 


median 

NA 

4370.4 

4320.4 

1.0 

NA 

1.0 


MIN, MAX 

NA. NA 

3392.4,5248.3 

3392.4.5248.3 

1.0. 1.0 

NANA 

1.0,1.0 


5%, 95% 

NA NA 

3392.4,52483 

3392.4,5248,3 

NANA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag! 108 of?) 


Lab: Harrogate 

Biomarker. 3-hydroxycotinine giucuronidc (rrmol/L) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black. 

N 

0 

t 

1 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

4337.5, 4337.5 

4337.5,4337.5 

5,7,5.7 

3.0, NA 

3.9, NA 


SD.SE 

NA, NA 

NA NA 

NANA 

NANA 

4.17,2.95 

3.35,1.93 


MEDIAN 

NA 

4337,5 

4337.5 

5.7 

3.0 

5.7 


MIN, MAX 

NA, NA 

4337.5,4337.5 

4337.5, 4337.5 

5.7,5.7 

0.0,5.9 

0.0,5.9 


0*. 95% 

NA, NA 

NANA 

NANA 

NA, NA 

0.0,5.9 

0.0,5.9 

Caucasian 

N 

18 

28 

46 

28 

32 

60 


MEAN, GEO MEAN 

7756.0, 4760.1 

6825.1.5130.2 

7193.3,4982.1 

11.2, NA 

21,NA 

6.3, NA 


SD.SE 

6698.46,1578.84 

5036.47,951.80 

5690.85,839.07 

20.05, 3.79 

3.06,0.54 

14.49,1.87 


MEDIAN 

6527.5 

5337,8 

58382 

4.0 

0.9 

1.6 


MIN, MAX 

144.5,25999.9 

434.5,22446.3 

144.5,25999.9 

0.0, 83.3 

0.0, 13.2 

0.0,83.3 


5%, 95% 

144.5,25999.9 

1217.9, 14963.3 

640.7,19989.6 

0.0,71.1 

0.0,8.2 

0.0,25.2 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

17.4,17.4 

17.4,17.4 


SD.SE 

NA, NA 

NANA 

NA, NA 

NANA 

NA NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

17.4 

17.4 


MIN, MAX 

NA, NA 

NANA 

NANA 

NA, NA 

17.4,17.4 

17.4, 17.4 


5%, 95% 

NA, NA 

NA NA 

NANA 

NA, NA 

NA NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

3291.7,2533.3 

3291.7.2533.3 

1.4,1.4 

NANA 

1.4, 1.4 


SD, SE 

NA, NA 

2406.84, 1389.59 

2406.84, 1389.59 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

3350.8 

3350.8 

1.4 

NA 

1.4 


MIN, MAX 

NA, NA 

855.9,5668.5 

855.9,5668.5 

1.4, 1.4 

NA,Na 

1.4, 1.4 


3%, 95% 

NA, NA 

855.9,5668.5 

855.9,5668 5 

NA, NA 

NA, NA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g..'<1.234' will be used as T.234 1 ) for the averages across visits within a subject thus eliminaig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 109 of 7) 


Lab: Madison 

Biontarken Total NNAL (pg/24hr) 
Tunepoitit: Week 1_ 


Characteristic 

Statistic 


Smokers 



Neat-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

l 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

867456.000,867456.000 

867456.000, 867456000 

21000.000,21000,000 

6510.000,5729.920 

11340.000, 8834.300 


SD.SE 

NA, NA 

NA NA 

nana 

NANA 

4369.9200,3090.0000 

8918.2300,5148.9400 


MEDIAN 

NA 

867456.000 

867456.000 

21000.000 

6510.000 

9600.000 


MIN, MAX 

NA, NA 

867456.000, 867456.000 

867456.000, 867456.000 

21000.000,21000.000 

3420.000.9600.000 

3420.000,21000.000 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

3420.000, 9600.000 

3420.000, 21000.000 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

28 

45 

28 

33 

61 


MEAN. GEO MEAN 

803983.000,509041000 

910243.000,656327.000 

870100.000,596246,000 

18119.100,11087.100 

12054.400,11187.500 

14838.200, 11141.300 


SD.SE 

609148.0000, 147740.0000 617208.0000,116641.0000 

609433.0000,90848.8000 

33237.3000,6281.2700 

46003500,800.8180 

22753.0000,2913.2200 


MEDIAN 

529126.000 

801427.000 

785030.000 

8940.000 

11400.000 

10800.000 


MIN. MAX 

8460.000, 2084332.500 

34650.000,2307613,000 

8460.000, 2307613.000 

3180.000,181986.000 

4800.000,20100.000 

3180.000, 181986.000 


5%, 95% 

8460.000, 2084330.000 

37125.000,2245880.000 

37125.000,2084330.000 

3900.000.41624.000 

5760.000,19500,000 

4800.000,20100.000 


BLQ Values Included 

1 

0 

1 

23 

32 

55 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA. NA 

NANA 

NA NA 

8220.000, 8220.000 

8220.000,8220.000 


SD.SE 

NA, NA 

NA, NA 

NANA 

NA.NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

8220.000 

8220.000 


MIN, MAX 

NA, NA 

NA NA 

NA, NA 

NA.NA 

8220.000, 8220.000 

8220.000, 8220.000 


5%, 95% 

NA.NA 

NA, NA 

NA.NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

718402.000,390153.000 

718402.000.390153.000 

4860.000,4860.000 

NA, NA 

4S60.000, 4860.000 


SD.SE 

NANA 

910491.0000, 525672.0000 910491.0000,5256720000 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

257520.000 

257520.000 

4860.000 

NA 

4860 000 


MIN, MAX 

NANA 

130500.000. 1767185.000 

130500.000.1767185.000 

4860.000.4860.000 

NANA 

4860.000, 4860.000 


5%, 95% 

NA, NA 

130500.000,1767190.000 

130500.000,1767190.000 

NANA 

NA, NA 

NA f NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-S 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OP EXPOSURE BY TIMEPOINT POK DEMOGRAPHIC CHARACTERISTIC, RACE 

(Page 110 of?) 


Lab: Madison 

Biomarker. Toial NN AL (pg!24hr) 

TimetJoinr Week 3 

Characteristic 

Statistic 


Smoke is 



Non-Smokeis 


Male 

Female 

Overall 

Male 

Female 

Overall 

African A men can/Black 

N 

0 

1 

l 

l 

2 

3 


MEAN, GEO MEAN 

NA.NA 

928092.000,928092.000 

928092.000,928092.000 

17460.000,17460.000 

9354.000,8877.970 

12056.000,11123.100 


SD, SF. 

NA NA 

NA, NA 

NA. NA 

NANA 

4166.2700,2946.0000 

5530.0400.3192.7700 


MEDIAN 

NA 

928092.000 

928092,000 

17460.000 

9354.000 

12300.000 


MIN, MAX 

NA. NA 

928092.000,928092.000 

928092.000,928091000 

17460.000,17460.000 

6408.000,12300.000 

6408.000,17460,000 


5 %, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

6408.000, 12300.000 

6408.000,17460.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

780889.000.484578.000 

1074110.000.822903.000 

955423.000.664140.000 

13786.600,11516.400 

15466.400,13442.400 

14695.400, 12521.300 


SD, SE 

625370.0000, 151675.0000 770160.0000.154032.0000 721836.0000,1113820000 

10971.7000,2073.4500 

10512.0000,1829.9000 

10668.5000,1365.9600 


MEDIAN 

540730.000 

949130.000 

823895.000 

10740.000 

12300.000 

12000.000 


MIN, MAX 

6288.000,2075948.000 

56730.000.4046406.000 

6288.000,4046406.000 

4500.000,61490.000 

5940.000,53066.000 

4500.000,61490.000 


3%, 95* 

6288.000,2075950.000 

97520,000,1962480.000 

97520.000, 1964160.000 

4500.000,28208.000 

7200.000,50799.000 

6432.000, 28440.000 


BLQ Vakies Included 

1 

0 

1 

24 

30 

54 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

10410,000,10410.000 

10410.000,10410.000 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

10410.000 

10410.000 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NANA 

10410.000,10410.000 

10410.000, 10410.000 


5*, 95* 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

336397.000.251270.000 

336397.000,251270.000 

8580.000,8580.000 

NANA 

8580.000,8580.000 


SD, SE 

NA, NA 

322408.0000,1861420000 322408.0000,186142.0000 

NANA 

NANA 

NANA 


MEDIAN 

NA 

166040.000 

166040.000 

8580.000 

NA 

8580.000 


MIN, MAX 

NA, NA 

134904.000 706247.800 

134904.000, 708247.800 

8580.000, 8580.000 

NANA 

8580.000, 8580.000 


5%, 95* 

NA.NA 

134904.000,708248.000 

134904.000,708248.000 

NA.NA 

NA.NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOMT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pag* 111 of?) 


Lab: Madison 

Biomarker Total NNAL (pg*24hr) 
Timepoinl: Overall* _ 


Characteristic 

Statistic 


Snickers 



Non-Smoke is 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

, 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA r NA 

897774.000, 897774.000 

897774.000, 897774.000 

19230.000, 19230.000 

7932.000,7931,670 

11698.000,10655.400 


SD.SE 

NA.NA 

NA.NA 

NANA 

NANA 

101.8230,72.0000 

6523.3000,3766.2300 


MEDIAN 

NA 

897774.000 

897774.000 

19230.000 

7932.000 

8004,000 


MIN, MAX 

NANA 

897774.000, 897774,000 

897774.000, 897774.000 

19230.000,19230,000 

7860.000, 8004,000 

7860.000,19230.000 


5%, 95% 

NANA 

NA, NA 

NANA 

NANA 

7860.000, 8004.000 

7860.000, 19230.000 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

803960.000,518626.000 

956030.000,724433.000 

896525.000.635628.000 

15952.900, 11794.800 

13760.400,12590.600 

14766.800, 12218.800 


SD.SE 

602619.0000.142039.0000 597503.0000. 112917.0000 

597517.0000.88099.1000 

18495.2000. 3495.2600 

6357.8600.1106.7600 

13293.0000. 1702.0000 


MEDIAN 

619904.000 

855140.000 

839770.000 

9780.000 

12660.000 

11244.000 


MIN, MAX 

7374.000,2080140.000 

46927.500,2468210.000 

7374.000,2468210.000 

3840.000, 97218.000 

6400.000,33874.500 

3840.000.97218.C00 


5%, 95* 

7374.000,2080140.000 

66085.000,2135050.000 

66085.000,2080140.000 

4590.000,51557.000 

6450.000, 30583.000 

6400.000,30583.000 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA,NA 

NA, NA 

NA, NA 

9315.000,9315.000 

9315,000,9315.000 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

9315.000 

9315.000 


MIN, MAX 

NA NA 

NA, NA 

NA. NA 

NA, NA 

9315.000,9315.000 

9315.000,9315,000 


5*. 95% 

NANA 

NA, NA 

NA. NA 

NA. NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

527401.000,330218.000 

527401.000,330218.000 

6720,000. 6720.000 

NA, NA 

6720.000, 6720.000 


SD.SE 

NANA 

615621.0000.355429.0000 615621.0000.355429.0000 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

196212.000 

196212.000 

6720.000 

NA 

6720.000 


MIN, MAX 

NANA 

148270.000,1237720.000 

148270.000,1237720.000 

6720.000,6720.000 

NA NA 

6720.000,6720.000 


5 %, 95 % 

NA, NA 

148270.000,1237720.000 

148270.000,1237720.000 

NA NA 

NANA 

NA, NA 


* Overall values calculated by Erst averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., '<1.234' will he used as '1.214b for the averages across visits within a subject thus elintinatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24 HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 112 of ?) 


Lab: Madison 

Biomarfcen Total NNAL(pmol/24hr) 
Timcpoinu Week I _ 


Characteristic 



Smokers 



Non-Smokets 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA,NA 

4146.440,4146.440 

4146.440,4146.440 

100.380, 100.380 

31.118,27,389 

54.205, 42,228 


SD, SE 

NA, NA 

NA, NA 

NA.NA 

NANA 

20.8879,14.7700 

42.6290,24.6118 


MEDIAN 

NA 

4146.440 

4146.440 

100.380 

31.118 

45.888 


MIN, MAX 

NA, NA 

4146.440, 4146.440 

4146.440,4146.440 

100.380, 100.380 

16.348, 45.888 

16,348, 100.380 


5%, 95* 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

16,348,45.888 

16.348, 100.380 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

28 

45 

28 

33 

61 


MEAN, GEO MEAN 

3*43,040,2433.210 

4350.960,3137.240 

4159.080,2850.060 

86.609,52.996 

57.620,53.476 

70.927,53.255 


SD, SE 

2911.7300,706.1980 

2950.2500, 557.5460 

2913,0900,434.2570 

158.8750,30.0245 

21.9896,3.8279 

108.7590,13.9252 


MEDIAN 

2529.220 

3830.820 

3752.440 

42.733 

54.492 

51.624 


MIN, MAX 

40.439,9963.109 

165,627, 11030.390 

40.439,11030.390 

15.200, 869.893 

22,944,96.078 

15.200,869,893 


5*. 95% 

40 439, 9963.110 

177.458, 10735.300 

177.458,9963.110 

18.642, 198.963 

27.533,93.210 

22.944,96,078 


BLQ Values Included 

1 

0 

1 

23 

32 

55 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

39.292,39.292 

39.292,39.292 


SD.SE 

NA, NA 

NA.NA 

Ni\NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

39.292 

39.292 


MIN, MAX 

NA, NA 

NA. NA 

NANA 

NA, NA 

39.292, 39.292 

39.292, 39.292 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NA NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

OiIbi 

N 

0 

3 

3 

1 

0 

I 


MEAN, GEO MEAN 

NA, NA 

3433.960.1864.930 

3433.960,1864.930 

23.231,23,231 

NANA 

23.231,23.231 


SD, SE 

NA, NA 

4352.1SOO, 2532.7100 

4352.1500,2512.7100 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

1230.950 

1230.950 

23331 

NA 

23231 


MIN, MAX 

NA, NA 

623,790, 8447.144 

623.790.8447.144 

23.231,23.231 

NA.NA 

23.231.23-231 


5%, 95% 

NA, NA 

623.790,8447.140 

623.790,8447.140 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Paps 113 of?) 


Lab: Madison 

Biomarkei: Total NNAL (prnol/24hr) 
Time point: Week 3 _ 


Characteristic 



Smokcn 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4436.280,4436.280 

4436.280, 4436.280 

83.459, 83.459 

44.712 42437 

57.628,53.168 


SD,SE 

NA, NA 

NA.NA 

NA.NA 

NA.NA 

19.9150.14.0820 

26.4338.15.2616 


MEDIAN 

NA 

4436.280 

4436.280 

83.459 

44.712 

58.794 


MIN, MAX 

NA, NA 

4436.280,44365280 

4436.280,4436.280 

83.459, 83.459 

30.630,58.794 

30.630,83.459 


5%, 95% 

NA, NA 

NA,NA 

NA, NA 

NA, NA 

30.630, 58.794 

30.630, 83.459 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

3732.650,2316.290 

5134.230,3933.480 

4566.920,3174590 

65.900,55.048 

73.929, 64.255 

70.244,59.852 


SD.SE 

2989.2700,725.0040 

3681.3700,736.2730 

3450.3800,532.4050 

524446,9.9111 

50.2471, 8.7469 

50.9953,65293 


MEDIAN 

2584.690 

4536.840 

3938.220 

51.337 

58.794 

57.360 


MIN, MAX 

30.057,9923.031 

271.169, 19341.821 

30,057, 19341.821 

21.510, 293.922 

28.393, 253.655 

21.510,293.922 


5%, 95% 

30.057,9923.030 

466.146,9380.650 

466.146,9388.690 

21.510, 134.834 

34.416, 242819 

30,745, 135.943 


BLQ Values Included 

1 

0 

I 

24 

30 

54 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

49.760,49.760 

49.760,49.760 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

49.760 

49.760 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

49.760, 49.760 

49.760,49.760 


.*5%, 95 % 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

l 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1607.980, 1201.070 

1607.980, 1201.070 

41.012, 41.012 

NA, NA 

41.012,41.012 


SD.SE 

NA, NA 

1541.1100, 889.7610 

1541.1100,889.7610 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

793.671 

793.671 

41.012 

NA 

41.012 


MIN, MAX 

NA.NA 

644.841,3385.424 

644.841,3385424 

41.012,412)12 

NA, NA 

41.012 41.012 


5%, 95% 

NA, NA 

644.841,3385.420 

644.841, 3385.420 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TiMEPOJNT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 114of?) 


Lab: Madison 

Biomarker: Total NNAL (pmol/24hr) 
Tifflgpoim: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

I 

2 

3 


MEAN. GEO MEAN 

NA.NA 

4291.360,4291.360 

4291.360,4291.360 

91.920.91.920 

37.915, 37.913 

55.917,50.933 


SD.SE 

NA.NA 

NA, NA 

NA. NA 

NA. NA 

0.4865, 0.3440 

31.1817, 18.0028 


MEDIAN 

NA 

4291.360 

4291.360 

91.920 

37.915 

38.259 


MIN, MAX 

NA.NA 

4291.360,4291.360 

429060,4291.360 

91.920,91.920 

37.571,38.259 

37,571,91.920 


5*. 93% 

NA, NA 

NA.NA 

NA.NA 

NA, NA 

37.571,38.259 

37.571,91.920 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

3842.930, 2479.030 

4569.820,3462.790 

4285.380, 3038.300 

76.255, 56.379 

65.775, 60.183 

70.585, 58.406 


SD, SE 

2880.5m 678.9450 

2856.0600,539.7440 

2856.1300,421.1130 

88.4070, 16.7073 

30.390S, 5.2903 

63.5406, 8.1355 


MEDIAN 

2963.140 

4087,570 

4014.100 

46.749 

60.515 

53.747 


MIN. MAX 

35.248,9943.070 

224.314,11798.000 

353248,11798.000 

18355,464.702 

30592,161.920 

18.355,464.702 


3%, 93% 

35.24S, 9943.070 

315.887, 10205500 

315.887,9943.070 

21.940,246.443 

30.831, 146.187 

30.592,146187 

Native American 

N 

0 

0 

0 

0 

] 

I 


MEAN. GEO MEAN 

NA. NA 

NA. NA 

NA.NA 

NA, NA 

44.526,44.526 

44.526, 44.526 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

44.526 

44.526 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

44.526,44.526 

44.526,44.526 


5%, 95% 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NA. NA 

2520.970, 1578.440 

2520.970, 1578.440 

32.122, 32.122 

NA, NA 

32.122, 31122 


SD.SE 

NA, NA 

2942.6600,1698.9400 

2942.6600,1598.9400 

NA, NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

937.894 

937.894 

32,122 

NA 

32.122 


MIN, MAX 

NA, NA 

708.731,5916.280 

708.731,5916.280 

32.122,32,122 

NA, NA 

31122,31122 


5%, 95% 

NA, NA 

708.731,5916.280 

708.731,5916.280 

NA, NA 

NA, NA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does nut apply as the BLQ values were converted to the upper Emit of the 
BLQ (e.g., '<1.234' will be used as '1.234') for the averages across visits within a subject thus ellminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 115 of?) 


Lab; Madison 

Biomarker Toial NNAL (pg/mg Cieatinin) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

592.913,592.913 

592.913,592.913 

8.235, 8,235 

3.984,3.603 

5.401,4.746 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

2.4020,1.6985 

19850, 1.7234 


MEDIAN 

NA 

592.913 

592.913 

8.235 

3.984 

5.682 


MIN, MAX 

NA, NA 

592.913,592.913 

592.913,591913 

8.235, 8.235 

2.285,5.682 

2.285, 8.235 


595,95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1285,5.682 

2,285,8,235 


BI.Q Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

28 

45 

28 

33 

61 


MEAN, GEO MEAN 

632.351,388.963 

838.077,590.562 

760.358,504.374 

11.5216.213 

10.417,9.685 

10.924,7.900 


SD,SE 

604.3900, 146,5860 

586.3170, 110.8030 

594.9410,88.6886 

24.7595,4.6791 

3,8542,0.6709 

16.8552,2.1581 


MEDIAN 

339.746 

637.941 

633.056 

5.013 

9.600 

9.202 


MIN, MAX 

7.958,2575*145 

18.519,2475.718 

7.958,2575.145 

1.932,134.956 

3.883, 18.634 

1.931 134.956 


5%, 95% 

7.958,2575.150 

30.892,201CL240 

30.891 2010.240 

2.103, 25.707 

4.009.17.699 

2.911. 17.699 


BLQ Values Included 

1 

0 

1 

23 

32 

55 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

9.188,9.188 

9.188, 9,188 


SD, SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

9.188 

9.188 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

9.188.9.188 

9.188.9.188 


5%, 95% 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA,NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

i 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

451.867, 275.727 

451.867, 275.727 

4.418,4.418 

NA, NA 

4,418,4.418 


SD, SE 

NA, NA 

537,3920, 310.2630 

537.3920,310.2630 

NA NA 

NA NA 

NANA 


MEDIAN 

NA 

166.031 

166.031 

4.418 

NA 

4.418 


MIN, MAX 

NA.NA 

117.801,1071.768 

117.801,1071.768 

4.418, 4.418 

NA, NA 

4.418,4.418 


5%, 95% 

NA, NA 

117.801,1071.770 

117.801,1071.770 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 116 of?) 


Lab: Madison 

Biomarker Total NNAL (pg/mg Crealimn) 
Timepomt: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

558.842,558.842 

5S&842,558.842 

7.605,7.605 

6.303,5.783 

6.737,6.335 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

35468, 2.5080 

2,6182,1.5116 


MEDIAN 

NA 

558.842 

558.842 

7.605 

6.303 

7.605 


MIN, MAS 

NA, NA 

558.842,558.842 

558.842, 558.842 

7.605, 7.605 

3.795, 8,8! 1 

3,793,8.811 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

3.795,8.811 

3.795,8.811 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

533.334,349.698 

880.309,677.525 

739.866,518.400 

7.724,6.200 

14.446,11.942 

11.360,8.839 


SD,SE 

387.2530,93.9228 

570.6610, 114.1320 

528.0750,81.4837 

6.3914,122079 

10.7429, 1.8701 

95574,1.2237 


MEDIAN 

381,623 

788.146 

586.333 

5.843 

10.637 

8.380 


MIN, MAX 

5.525, 1261.017 

56.481, 2275.640 

5525,2275.640 

2.158, 34.375 

3.259,53,767 

2.158,53.767 


5%, 95% 

5.525, 1261.020 

65.031, 2024.780 

65.031,2004.780 

2.413, 15.074 

5.464,41549 

2.923,30.000 


BLQ Values Included 

1 

0 

1 

24 

30 

54 

Native American 

N 

0 

0 

0 

0 

1 

I 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

13.793,13.793 

13.793, 13.793 


SD, SB 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

na,na 


MEDIAN 

NA 

NA 

NA 

NA 

13.793 

13.793 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

13.793,13.793 

13.793,13.793 


5%, 95% 

NA, NA 

NA. NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

525.222,322.859 

525.222,322.859 

9.390,9.390 

NA, NA 

9.390,9.390 


SD, SE 

NA, NA 

621.0020,358.5360 

621.0020,358.5360 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

195.887 

I9S.387 

9.390 

NA 

9.390 


MIN, MAX 

NA, NA 

138.733. 1241.547 

138.733.1241.547 

9.39a 9.390 

NA. NA 

9.390,9.390 


5%, 95% 

NA, NA 

138.733, 1241.550 

138.733,1241.550 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 117 of?) 


Lab: Madison 


Biomarker: Total NNAL(pg/mgCrealinin) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericaWBIack 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

575.878,575.878 

575.878,575.878 

7.920, 7.920 

5.144,5.128 

6069,5.927 


SD.SE 

NA.NA 

NANA 

NANA 

NANA 

05720,0.4045 

1.6533,0.9545 


MEDIAN 

NA 

575.878 

575.878 

7.920 

5.144 

5.548 


MIN, MAX 

NA, NA 

575.878,575.878 

575.878,575.878 

7.920,7.920 

4.739,5.548 

4.739,7.920 


5%, 95* 

NANA 

NA, NA 

NA, NA 

NA, NA 

4.739,5.548 

4.739,7.920 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

581.550,377.045 

851.036,630.834 

745.585.515.763 

9.623, 6.586 

12.432, 11.133 

J 1.143, 8.749 


SD,SE 

470.7100,110.9470 

559.1560, 10S.6710 

537.5680,79,2600 

13.1439,24840 

6.2289,1.0843 

10,0213, 1.2831 


MEDIAN 

389.237 

675.845 

639.570 

5.142 

10.812 

9,121 


MIN, MAX 

6.742, 1877,500 

41.775, 2250.750 

6.742,2250.750 

2.131,70.371 

3.634,30.459 

2.131,70.371 


5%, 95% 

6.742, 1877,500 

43.687, 2007.510 

43.687,1877.500 

2.364, 30.041 

5.423,27.562 

3,508, 27362 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

NANA 

11.491, 11.491 

11 491, 11.491 


SD,SE 

NANA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

11.491 

11.491 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

11.491,11.491 

11.491, 11.491 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 

NA. NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

488.545,302.207 

488.545,302207 

6.904.6904 

NA. NA 

6 904, 6904 


SD, SE 

NA NA 

578.6080,334.0600 

578,6080,334.0600 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

156.594 

156.594 

6904 

NA 

6.904 


MIN, MAX 

NA, NA 

152.382, 1156,660 

152.382,1156.660 

6.904,6904 

NA, NA 

6.904,6904 


5%, 95% 

NA, NA 

152.382, i 156.660 

152.382, 1156.660 

NANA 

NA, NA 

NANA 


Overall values calculated by first averaging the results across visits within a subject, then calculating ihe descriptive statistics across subjects. Count af BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as T.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values forthe overall statistics. . . - ' ■ 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page US of?) 


Lab: Madison 

BiomaAer: Total NNAL (pmoKmg Crcatin) 



Characteristic 



S motors 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

2.834,2.834 

2.834,2.834 

0,039,0.039 

0.019,0.017 

0.026,0.023 


SD, SE 

NANA 

NA, NA 

NANA 

NANA 

0.0113,0.0080 

0.0140,0.0081 


MEDIAN 

NA 

2.834 

2,834 

0.039 

0.019 

0.027 


MIN, MAX 

NA, NA 

2.834,2.834 

Z834, 2.834 

0.039,0.039 

0.011,0.027 

0.011,0.039 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

0.011,0.027 

0.011,0.039 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 


N 

17 

28 

45 

28 

33 

61 


MEAN, GEO MEAN 

3.023,1,859 

4.006,2.824 

3.635,2.411 

0.055,0.030 

0.050, 0.046 

0.052,0.038 


SD, SE 

2.8890,0.7007 

2.8026,0.5296 

2.8438,0.4239 

0.1183,0.0224 

0.0185,0.0032 

0.0806,0.0103 


MEDIAN 

1.624 

3.050 

3.026 

0.024 

0.046 

0.044 


MIN, MAX 

0,038,12.309 

0.089, 11.839 

0.038, 12.309 

0.009,0.645 

0.019,0.089 

0.009.0.645 


5%, 95% 

0.038, 12309 

0.148,9,609 

0.148,9.609 

0.010.0.123 

0.019,0.085 

0.014,0.085 


BLQ Values Included 

1 

0 

1 

23 

32 

55 


N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA NA 

NA, NA 

NA, NA 

0.044, 0.044 

0.044,0.044 


SD, SE 

NA, NA 

NA NA 

NA, NA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.044 

0.044 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NANA 

0.044,0.044 

0.044,0.044 


5%, 95% 

NA, NA 

NA NA 

NA NA 

NA, NA 

NANA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 


N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

2.160,1.318 

2.160, 1.318 

0.021,0,021 

NA, NA 

0.021,0.021 


SD, SE 

NA, NA 

Z56S6, 1.4830 

2.5686,1.4830 

NA NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

0.794 

0.794 

0.021 

NA 

0.021 


MIN, MAX 

NA.NA 

0.563,5.123 

0.563,5.123 

0.021,0.021 

NA, NA 

0.021,0.021 


5%. 95% 

NANA 

0.563,5.123 

0.563,5.123 

NA NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

l 

NA 

l 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSU RE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 119 of?) 


Lab: Madison 

Biomaier: Total NNAL (pmol/mg Creatin) 
Timepoinl: Week 3 _ 


Characteristic 



Smofcets 



Non-Smolceis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

2.671,2.671 

2.671, 2.671 

0.036,0.036 

0.030.0.027 

0.032,0.030 


SD.SE 

NA,NA 

NA, NA 

NANA 

NANA 

0.0170,0.0120 

0,0125,0.0072 


MEDIAN 

NA 

2.671 

2.671 

0.036 

0.030 

0.036 


MIN, MAX 

NA, NA 

2.671,2.671 

1671, 2.671 

0.036,0.036 

0.018,0.042 

0.018,0.042 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

0.018,0.042 

0.018,0.042 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN. GEO MEAN 

2.549, 1.670 

4.208,3,239 

3.537,1477 

0.037,0.030 

0.069,0.057 

0.054,0.042 


SD.SE 

1.8512,0.4490 

2.7278.0.5456 

23242,03895 

0.0305,0.0058 

0.0513,0.0089 

0.0457,0.0058 


MEDIAN 

1.824 

3.767 

1804 

0.028 

0.051 

0.040 


MIN,MAX 

0026, 6.028 

0,270,10.878 

0.026, 10378 

0010,0.164 

0.016,0.257 

0.010,0.257 


5%, 95% 

0.026,6.028 

0.311,9.678 

0.311,9.583 

0.0110.072 

0.026,0.199 

0.014,0.143 


BLQ Values Included 

1 

0 

1 

24 

30 

54 

Nalive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 

0.066,0.066 

0.066,0.066 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.066 

0.066 


MIN, MAX 

NA r NA 

NA.NA 

NA, NA 

NA, NA 

0.066,0.066 

0.066, 0.066 


5%. 95% 

NA, NA 

NA.NA 

NANA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1511,1,543 

1511,1.543 

0.045,0.045 

NA, NA 

0.045,0.045 


SD.SE 

NA, NA 

2.9687, 1.7140 

19687, 1.7140 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0,934 

0.934 

0.045 

NA 

0.04S 


MTN, MAX 

NA, NA 

0.663. 5.935 

0.663,5.935 

0.045,0.045 

NANA 

0.045, 0.045 


5%. 95% 

NA, NA 

0.663,5.935 

0.663,5.935 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 120 of?) 


Lab: Madison 








Biomarker Total NNAL(pmol/mgCreatin) 








Timepoint: Overall* 











Smokers 



Non-Smokere 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA NA 

2.753,2753 

2753,2753 

0.038,0.038 

0.025,0.025 

0.029, 0.029 


SD,SE 

NANA 

NANA 

NANA 

NANA 

00028,0.0020 

0.0078,0.0045 


MEDIAN 

NA 

2.753 

2753 

0.038 

0.025 

0.027 


MIN, MAX 

NA NA 

2.753,2753 

2753,2753 

0.038,0.038 

0023,0.027 

0.023.0.038 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

0.023,0.027 

0.023, 0.038 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

2.780,1.802 

4.068,3.016 

3.564,2.465 

0.046,0.032 

0.060, 0.054 

0.054,0.042 


SD.SE 

2.2501,0.5304 

26728,0-5051 

25696,0.3789 

0.0629,0.0119 

0.0297,0.0052 

0,0479,0.0061 


MEDIAN 

1.861 

3.231 

3.058 

0.025 

0.052 

0.044 


MIN, MAX 

0.032, 8.975 

0.200,10.759 

0.032, 10.759 

0.010,0.337 

0.018,0.146 

0.010,0.337 


5%, 95% 

0.032,8.975 

0.209,9.596 

0.209, 8.975 

0.011,0.144 

0.026,0.132 

0.017,0.132 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

NANA 

0.055,0.055 

0.055,0.055 


SD, SE 

NANA 

NANA 

NANA 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.055 

0.055 


MIN, MAX 

NANA 

NANA 

NANA 

NANA 

0.055,0.055 

0.055,0.055 


5%, 95% 

NA NA 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

2.336,1.445 

2336,1.445 

0.033,0.033 

NA, NA 

0.033,0.033 


SD.SE 

NA. NA 

2.7655,1.5967 

27655,1.5967 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

0.749 

0.749 

0.033 

NA 

0.033 


MIN, MAX 

NANA 

0.729,5.529 

0.729,5.529 

0.033,0.033 

NA NA 

0.033,0.033 


5%, 95% 

NANA 

0.729,5.529 

0.729,5.529 

NA, NA 

NA, NA 

NA, NA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., '<1.234'will be used as , 1.234 l )forthe averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 121 of?) 


Lab: Madison 

Biomaiken Fret NNAL (pgf24hr) 
Timepoini: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericanfBlaclc 

N 

0 

i 

I 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

319872,000,319872.000 

319872.000,319872000 

18000.000,18000.000 

6510.000,5729.920 

10340.000, 8391.830 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

4369,9200, 3090,0000 

7318.1100,4225.1200 


MEDIAN 

NA 

319872.000 

319872.000 

18000.000 

6510.000 

9600.000 


MIN, MAX 

NA, NA 

319872.000. 319872.000 

319872.000,319872.000 

18000.000, 18000.000 

3420.000,9600.000 

3420.000, 18000.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

3420.000, 9600.000 

3420.000, 18000.000 


BLQ Values Included 

NA 

0 

0 

I 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

6! 


MEAN, GEO MEAN 

191275.000, 138941.000 

271940.000,207056.000 

240375.000,177130.000 

10339.100,9167.310 

12926.700, 11578.700 

11738.900, 10401.800 


SO, SE 

118708.0000,27979.8000 

179741.0000,33967.9000 

162148,0000,23907.4000 

5308.1400, 1003.1400 

6486.9200,1129.2300 

6067.3300, 776.8410 


MEDIAN 

192779.000 

234059.000 

224364.000 

8190.000 

11400.000 

9420.000 


MIN, MAX 

8450.000, 409840.000 

16500.000,671265.000 

8460.000,671265.000 

3180.000,22800.000 

4800.000, 30796-800 

3180.000,30796.800 


5%, 95% 

8460.000, 409840-000 

23940.000, 649460.000 

23940.000,637980.000 

3900.000.20100.000 

5760.000,27840.000 

5280.000.22800.000 


BLQ Values Included 

i 

1 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

1 

l 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

8220.000, 8220.000 

8220.000, 8220.000 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

8220.000 

8220.000 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA NA 

8220.000,8220.000 

8220.000, 8220.000 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA NA 

NANA 

NA,NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

I 

Otter 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

362417.000.225541.000 

362417.000,225541,000 

4860.000, 4860.000 

NA, NA 

4860.000, 4860.000 


SD.SE 

NA, NA 

424692.0000,245196.0000 424692.0000,245196.0000 

NANA 

NA, NA 

NA.NA 


MEDIAN 

NA 

135716.000 

135716.000 

4860.000 

NA 

4860.000 


MIN, MAX 

NA, NA 

99180.000,852355,000 

99180.000,852355.000 

4860.000,4860.000 

NANA 

4860,000,4860.000 


5%, 95% 

NA, NA 

99180.000,852355.000 

99180.000,852355.000 

NANA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

I 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 122 of 7) 


Lab: Madison 

Biomarkcr Free NNAL (pg/24hr) 






Smokers 



Non-Smoker* 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

i 

1 

i 

2 

3 


MEAN. GEO MEAN 

NA NA 

374334.000,374334.000 

374334.000, 374334.000 

17460.000.17460.000 

9354.000, 8877.970 

12056.000,11123.100 


SD.SE 

NA NA 

NANA 

NA, NA 

NA, NA 

4166.2700,2946-0000 

5530.0400,3192.7700 


MEDIAN 

NA 

374334.000 

374334.000 

17460.000 

9354.000 

12300.000 


MIN, MAX 

NA, NA 

374334.000,374334.000 

374334.000, 374334.000 

17460.000, 17460.000 

6408.000, 12300.000 

6408.000, 17460.000 


5%, 95% 

NANA 

NANA 

NA, NA 

NA, NA 

6408.000,12300.000 

6408.000, 17460.000 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 


N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

229255.000,150668.000 

323390.000,280284,000 

285288.000,218014.000 

15661.800, 12423.800 

13210.500,12325.700 

14335.700,12370.700 


SD,SE 

184405.0000,44724.9000 

162241.0000, 32448.2000 

175686.0000,27108.9000 

13078.4000,2471.5900 

4976.4500, 866.2880 

9575.7600, 1226.0500 


MEDIAN 

162848.000 

286356.000 

241481.000 

11400.000 

12300.000 

12180.000 


MIN, MAX 

6288.000,573980.000 

52452.000,781704.000 

6288.000,781704.000 

4500.000,57240.000 

5640.000, 28440.000 

4500.000,57240.000 


5%, 95% 

6288.000,573980.000 

83904.000,535470.000 

52452.000,558700.000 

4500.000,52910.000 

5940.000,20100.000 

5940.000,28440.000 


BLQ Values Included 

1 

0 

1 

25 

32 

57 


N 

0 

0 

0 

0 

l 

i 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NANA 

10410.000, 10410.000 

10410.000, 10410.000 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

10410.000 

10410.000 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

na,na 

10410.000,10410.000 

10410.000, 10410.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NA, NA 

149746.000, 108274.000 

149746.000,108274.000 

8580.000, 8580.000 

NANA 

8580.000, 8580.000 


SD.SE 

NA, NA 

145303.0000, 83890,7000 

145303.0000,83890.7000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

87500.000 

87500i000 

8580.000 

NA 

8580.000 


MIN, MAX 

NA, NA 

45936.000, 315802.800 

45936.000.3I5S02.800 

8580.000,8580.000 

NANA 

8580.000, 8580,000 


5%. 95% 

NA, NA 

45936.000,315803.000 

45936.000,315803.000 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

l 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 123 of?) 



Lab: Madison 

Biomarker Free NNAL (pg!24hr) 
Timepoim: Overall* _ 


Characteristic 

Statistic 


Smokers 



Non-Smokere 


Mote 

Female 

Overall 

Male 

Female 

Overall 

African American/BIaclc 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

347103.000,347103.000 

347103.000,347103.000 

17730.000,17730.000 

7932.000,7931.670 

11198.000.10370.800 


SD, SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

101.8230, 72.0000 

5657.3400,3266.2600 


MEDIAN 

NA 

347103.000 

347103.000 

17730.000 

7932.000 

8004.000 


MIN, MAX 

NA, NA 

347103.000, 347103.000 

347103.000, 347103.000 

17730.000, 17730.000 

7860.000, S004.000 

7860.000,17730.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

7860.000,8004,000 

7860.000, 17730.000 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

210261.000, 149954.000 

288311.000,239091.000 

257770.000, 199197.000 

13000.400,11447.600 

13068.600, 12106.500 

13037.300,11799.400 


SD, SE 

140302.0000,33069.5000 

159886.0000,30215.7000 

155749.0000, 22964.0000 

7095.5200, 1340.9300 

5308.2200,924.0420 

6138.8000,785.9930 


MEDIAN 

185851.000 

262597.000 

239327.000 

10033.500 

12660.000 

11400.000 


MIN, MAX 

7374.000, 426577.000 

34476.000,589956.000 

7374.000,589956.000 

3840.000,32310.000 

5910.000,28140.000 

3840.000, 32310.000 


5%, 95% 

7374.000, 426577.000 

53922.000,588893.000 

47776.000,568785.000 

5280.000,29095.000 

6450.000,24998.400 

6450,000,24998.400 

Native American 

N 

0 

0 

a 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

9315.000,9315.000 

9315.000,9315.000 


SD, SE 

NA.NA 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

9315.000 

9315.000 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA r NA 

9315.000,9315.000 

9315.000,9315.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA,NA 

256082.000, 170445.000 

256082.000, 170445.000 

6720.000,6720.000 

NA, NA 

6720.000, 6720.000 


SD, SE 

NA.NA 

284057.0000,164000.0000 284057.0000, 164000.0000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

93340.000 

93340.000 

6720,000 

NA 

6720.000 


MIN, MAX 

NA, NA 

90826.000,584079.000 

90826.000,584079.000 

6720.000, 6720.000 

NA, NA 

6720.000, 6720.000 


5%, 95% 

NA, NA 

90826.000,584079.000 

90826.000,584079.000 

NA, NA 

NA, NA 

NA, NA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234 ) for the averages across visits within a subject thus eliminatig all BLQ values for the-overall statistics. 
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TABLE 14.4-8 

DESCRIPI1VE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 124 of 7) 


Lab: Madison 

Biomarker. Free NNAL (pmol/24hi) 
Timepoint: Week 1 _ 





Smokers 



Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African Amcrican/Black 

N 

0 

1 

j 

i 

2 

3 


MEAN, GEO MEAN 

NANA 

1528.990,1528.990 

1528.990,1528.990 

86.040,86.040 

31.118,27.389 

49.425,40.113 


SD.SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

20.8879, 14.7700 

34.9804,20.1959 


MEDIAN 

NA 

1528.990 

1528.990 

86D40 

31.118 

45.888 


MIN, MAX 

NA, NA 

1528,988,1528.983 

1528.988,1528,988 

86.040. 86.040 

16.348,45.888 

16.348.86.040 


5%, 95% 

NA, NA 

NANA 

NA NA 

NA NA 

16.348,45.888 

16.348,86 040 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

914.293,664.139 

1299.870,989.728 

1148.990,846.681 

49.421,43.820 

61.789,55.346 

56.112,49.720 


SD, SE 

567.4250,133.7430 

859.1640,162.3670 

775.0680.114.2770 

25.3730.4.7950 

31.0075,5.3977 

29.0019,3.7133 


MEDIAN 

921.484 

1118.800 

1072.460 

39.148 

54.492 

45.028 


MIN, MAX 

40.439,1959.035 

78.870,3208.647 

40.439,3208.647 

15.200, 108.984 

22.944, 147.209 

15.200, 1475209 


5%, 95% 

40.439,1959.040 

114.433,3104.420 

114.433,3049.540 

18.642,96,078 

27.533. 133.075 

25.238, 108.984 


BLQ Values Included 

1 

1 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA NA 

NA, NA 

NANA 

NA. NA 

39.292,39.292 

39.292, 39.292 


SD.SE 

NANA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

39-292 

39.292 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

NANA 

39.292,39.292 

39.292, 39.292 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

1732350, 1078,080 

1732.350,1078.080 

23.231,23.231 

NA NA 

23.231,23.231 


sd.se 

NANA 

2030.0300,1172,0400 

2030.0300,1172.0400 

NANA 

NA, NA 

NANA 


MEDIAN 

NA 

648.722 

648.722 

23.231 

NA 

23.231 


MIN, MAX 

NANA 

474.080,4074.257 

474.080,4074.257 

23.231,23.231 

NA, NA 

23.231,23.231 


5%. 95% 

NANA 

474.080, <1074.260 

474.080, 4074.260 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BrOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Page 125 of?) 


Lab: Madison 

Biomarker: Free NNAL (pmol/241rr) 
Timcpoint: Week 3 


Characteristic 



Smokers 


Statistic 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

1789.320. 1789.320 

1789.320, 1789.320 


SD.SE 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

1789.320 

1789.320 


MIN, MAX 

NA NA 

1789.317,1789317 

1789.317,1789.317 


5®, 95® 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

Caucasian 

N 

17 

25 

42 


MEAN, GEO MEAN 

1095.840,720.195 

1545.810, 1339,760 

1363.680, 1042.110 


SD.SE 

881.4580,213.7850 

775.5130, 155.1030 

839.7790,129.5810 


MEDIAN 

778.413 

1368.780 

1154.280 


MIN, MAX 

30.057,2743.624 

250.721,3736.545 

30,057,3736.545 


5%, 95% 

30.057,2743.620 

401.061,2559.550 

250.721,2670.590 


BLQ Values Included 

i 

0 

1 

Native American 

N 

0 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 


SD.SE 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 


MIN. MAX 

NANA 

NANA 

NANA 


5®, 95% 

NA, NA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

Other 

N 

0 

3 

3 


MEAN, GEO MEAN 

NA, NA 

715.787,517.551 

715,787,517.551 


SD,SE 

NA, NA 

694.5480,400.9980 

694.5480, 400.9980 


MEDIAN 

NA 

418,250 

418.250 


MIN, MAX 

NANA 

219.574,1509.537 

219.574, 1509.537 


5%, 95% 

NA, NA 

219.574,1509.540 

219.574, 1509.540 


BLQ Values Included 

NA 

0 

0 


Male 


I 

83.459, 83.459 
NANA 
83.459 

33.459,83.459 
NANA 

I 

28 

74.864,59.386 
62.5148,11.8142 
54.492 

21.510, 273.607 
21.510,252.910 
25 

0 

NA, NA 
NA. NA 
NA 

NA, NA 
NANA 
NA 

1 

41.012,41.012 
NA, NA 
41.012 

41.012, 41,012 
NANA 

1 


Non-Smokers _ 

Female _Overall 


2 3 


44.712, 42.437 

57.628,53.168 

19.9150.14 0820 

26.4338, 15.2616 

44.712 

58.794 

30.630,58.794 

30.630,83.459 

30.630,58.794 

30.630, 83.459 

2 

3 

33 

61 

63.146,58.917 

68.525, 59.132 

23.7874,4.1409 

45.7721,5.8605 

58.794 

58.220 

26.959, 135.943 

21.510, 273.607 

28.393, 96.078 

28.393, 135.943 

32 

57 

1 

49.760,49.760 

1 

49,760,49.760 

NANA 

NA, NA 

49.760 

49.760 

49.760, 49.760 

49.760,49.760 

NANA 

I 

NA, NA 

1 

0 

1 

NA, NA 

41.012,41.012 

NANA 

NA, NA 

NA 

41.012 

NANA 

41.012,41.012 

NA, NA 

NA, NA 

NA 

1 


I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24 HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag: 126 of?) 


Lab: Madison 








Biomarken FrecNNAL(pmol/24hr) 
Timepoint: Overall* 











Smokers 



Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

1 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA,NA 

1659.150, 1659.150 

1659.150,1659.150 

84.750,84.750 

37.915,37.913 

53.527,49.573 


SD,SE 

NANA 

NA NA 

NANA 

NA, NA 

0.4865,0.3440 

27,0424, 15.6129 


MEDIAN 

NA 

1659.150 

1659.150 

84.750 

37.915 

38.259 


MIN, MAX 

NANA 

1659.150, 1659.150 

1659.150, 1659.150 

84,750, 84.750 

37.571,38.259 

37.571,84,750 


5 %, 95% 

NANA 

NA, NA 

NA, NA 

NANA 

37.571,38.259 

37.571,84.750 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1005.050,716.780 

1378,130, 1142.850 

1232.140,952.161 

62142, 54.720 

62.468,57.869 

62,318,56.402 


SD.SE 

670.6430,158.0720 

764.2570, 144.4310 

744.4820,109.7680 

33.9166, 6.4096 

25,3733,4.4169 

29.3435,3.7570 


MEDIAN 

888.366 

1255.220 

1143.980 

47.961 

60.515 

54.492 


MIN, MAX 

35.248,2039.040 

164.796, 2819.990 

35,248,2819.990 

18.355, 154.442 

28.250,134.509 

18.355, 154.442 


5%, 95% 

35.248,2039.040 

257.747,2814910 

228.369,2718.790 

25.239, 139.074 

30.831. 119.493 

30,831.119.493 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA NA 

NA NA 

44.526,44.526 

44.526,44.526 


SD.SE 

NANA 

NA NA 

NANA 

NA, NA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

44.526 

44.526 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

44.526,44.526 

44.526.44.526 


5%, 95% 

NANA 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 


N 

0 

3 

3 

i 

0 

I 


MEAN, GEO MEAN 

NA NA 

1224.070, SI 4.725 

1224.070, 814.725 

32.122,32.122 

NA NA 

32.122 32122 


SD.SE 

NANA 

1357.7900,783.9220 

1357.7900,783.9220 

nana 

NA.NA 

NA, NA 


MEDIAN 

NA 

446.165 

446.165 

32.122 

NA 

32.122 


MIN, MAX 

NA, NA 

434.148,2791.900 

434.148,2791.900 

32.122, 32122 

NANA 

32122, 32122 


5%, 95% 

NA, NA 

434.148,2791.900 

434.148,2791.900 

NA NA 

NANA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ fe.g., '<1.234’will be used as ’1.234’) for the averages across visits within a subjectthus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 127 of?) 


Lab: Madison 

Biomarker: Free NNAL (pg/mg Creaiinin) 
Timcpoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smoker 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/BIack 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

218.635, 218.635 

218.635,218.635 

7.059,7.059 

3.984, 3.603 

5.009,4.509 


SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

2.4020,1.6985 

24572,1.4187 


MEDIAN 

NA 

218.635 

218.635 

7.059 

3.984 

5.682 


MIN, MAX 

NA, NA 

218.635,218.635 

218.635,218.635 

7.059, 7.059 

1285, 5.682 

2285,7.059 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

2185,5.682 

2285,7.059 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

160.048, 105.095 

255.881, 186.309 

211381,148.914 

5.957,5.137 

11.118, 10.024 

8.749,7.375 


SD.SB 

171.2220,40.3573 

182.2060, 34.4337 

182.2930,26.8777 

3.4402,0.6501 

5.3328,0,9283 

5,2171,0.6680 


MEDIAN 

105.373 

208.248 

178.751 

4.462 

9.600 

8.915 


MIN, MAX 

7.958,767.052 

11795,813.359 

7.958,813.359 

1.932, 14.815 

3.436,29.814 

1.932,29.814 


5%, 95% 

7.958.767.052 

13.730, 611755 

13.730,611755 

1683, 11.788 

3.883, 20.782 

2.973,17.143 


BLQ Values Included 

1 

1 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

9.188,9.188 

9.188,9.188 


SD,SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

9.188 

9.188 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

9.188,9.188 

9.188,9.188 


5%. 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

231.323, 159.393 

231.323,159.393 

4,418,4.418 

NA, NA 

4.418,4,418 


SD.SE 

NA, NA 

247.3530, 142.8090 

247.3530, 142.8090 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

89.529 

89.529 

4.418 

NA 

4,418 


MIN, MAX 

NA, NA 

87.500,516.939 

87.500,516.939 

4.418,4.418 

NA, NA 

4.418,4.418 


5%, 95% 

NA, NA 

87.500,516.939 

87.500,516.939 

NA, NA 

NA, NA 

NA.NA 


BLQ V alues Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 128 of?) 


Lab; Madison 

Biomaiken Free NNAL (p^mg Creatinin) 
lime point; Week 3 _ 


Characteristic 



Smokers 



Non-Smoke re 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

a 

i 

i 

i 

2 

3 


MEAN. GEO MEAN 

NA.NA 

225.40(2,225.402 

225.402,225.402 

7.605,7.60S 

6.303,5.783 

6.737,6335 


SD, SB 

NA.NA 

NANA 

NANA 

NA NA 

3.5468, 2.5080 

2.6182,15116 


MEDIAN 

NA 

225.402 

225.402 

7.605 

6.303 

7.605 


MIN, MAX 

NA,NA 

225.402,225.402 

225.402,225.402 

7.605, 7,605 

3.795,8.811 

3.795,8.811 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

3.795,8.811 

3.795, 8.811 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

153.041, 108.730 

276.250,230.768 

226.380,170.172 

8.677,6689 

12.411,10.950 

10.697, 8.733 


SD, SE 

106.2860,25.7781 

165.6020, 33.1205 

155.5900,24.0080 

7.1996, 1.3606 

65072,1.1328 

7.0306,0.9002 


MEDIAN 

109.091 

225,497 

194.555 

6.049 

10.657 

9.539 


MIN, MAX 

5.525, 368.503 

52,222,724,324 

5.525,724.324 

2.158, 30.264 

3.250, 30.000 

2.158,30.264 


5%, 9S% 

5.525,368.503 

55.951,547.012 

49.740, 538.801 

Z413.29.578 

3.995,29.412 

2.923, 29.412 


BLQ Values Included 

i 

0 

i 

25 

32 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NA.NA 

13.793, 13.793 

13.793,13.793 


SD, SE 

NA, NA 

NA, NA 

NANA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

13.793 

13.793 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NANA 

13.793, 13.793 

13.793, 13.793 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NA. NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

I 


MEAN, GEO MEAN 

NA, NA 

234.601, 139.123 

234.601,139.123 

9.390,9.390 

NANA 

9.390, 9.390 


SD, SE 

NA. NA 

277.6600,160.3070 

277,6600, 160.3070 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

102.965 

102.965 

9390 

NA 



MIN. MAX 

NA. NA 

47.240.553.597 

47.240.553.597 

9.390.9.390 

NA, NA 

9.390,9.390 


5%, 95% 

NA, NA 

47.240,553.597 

47.240,553-597 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

i 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 129 of?) 



Lab: Madison 

Biomarker FreeNNAL(pghngCreatinin) 

Timepoint: Overall' ___—_ 

_Smokers_ _Non-Smokers 


Characteristic 

Statistic 

Male- 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

222019,222.019 

222019,222019 

7.332 7.332 

5.144,5.128 

5.873,5.777 


SD, SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

03720. 0.4045 

1.3267,0.7660 


MEDIAN 

NA 

222.019 

222019 

7,332 

5.144 

5348 


MIN, MAX 

NA, NA 

222.019,222,019 

222.019,222019 

7.3327.332 

4.739,5.548 

4.739,7.332 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

4.739,5.548 

4.739.7.332 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

155.884,110.331 

265.223,208.272 

222438,162.426 

7317,6.279 

11.764,10.709 

9.723,8.382 


SD, SE 

125.4040,29.5S80 

176.2670,33.3112 

165.8120,24.4477 

4.1718, 0.7884 

5.0121,0.8725 

5.1209, 0.6557 


MEDIAN 

121.636 

207.009 

185.127 

5.327 

10.812 

9.121 


MIN, MAX 

6.742, 522,399 

32.976,768.842 

6.742 768.842 

2.364,17.426 

3.348,23.043 

2.364,23,043 


5%, 95% 

6742,522.399 

34.373,611755 

34.373,522.399 

2.693,16.420 

4332 21.741 

3.185, 19.673 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

11.491,11.491 

11.491, 11.491 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

na t na 


MEDIAN 

NA 

NA 

NA 

NA 

11.491 

11.491 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

11.491, 11.491 

11.491, 11.491 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA. NA 

Other 

N 

0 

3 

3 

1 

0 

I 


MEAN, GEO MEAN 

NA, NA 

232962 151.406 

232962,151.406 

6904,6.904 

NA.NA 

6,904,6.904 


SD.SE 

NA, NA 

2622030,151.3830 

262.2030,151.3830 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

96.247 

96247 

6.904 

NA 

6.904 


MIN, MAX 

NA, NA 

67.370,535.268 

67.370,535.268 

6.904,6.904 

NA, NA 

6.904,6.904 


5%, 95% 

NA, NA 

67.370,535.268 

67.370,535.268 

NA, NA 

NA. NA 

NA. NA 


Overall values calculated by fust averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does MX apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., ’<1.234’ will be used as ’1.234’) forthe averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 130 of?) 



Lab: Madison 

Biomaiien Free NNAL (pciol/mg Creatin) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Noo-Smoken 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1.045,1.045 

1.04S, 1.045 

0.034,0.034 

0.019.0.017 

0.024,0.022 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0113,0.0080 

0.01 IS, 0.0068 


MEDIAN 

NA 

1.045 

1.045 

0,034 

0.019 

0.027 


MIN, MAX 

NA, NA 

1.045, 1.045 

1.045, 1.045 

0.034,0.034 

0.011,0.027 

0.011,0,034 


5%, 95 % 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.011,0.027 

0.011,0.034 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

13 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

0.765,0.502 

1.223,0.891 

1.044.0.712 

0.029,0.025 

0.053,0.048 

0.042 0.035 


SD.SE 

0,8185,0.1929 

0.8710,0.1646 

08714.0.1285 

0.0165,0.0031 

0.0256, 0.0045 

0.0250,0.0032 


median 

0.504 

0.996 

0.853 

0.022 

0.046 

0.043 


MIN, MAX 

0.038, 3.667 

0.061,3.888 

0.038,3.888 

0.009,0.071 

0.016, 0.143 

0.009,0.143 


59b, 95% 

0,038.3.667 

0.066,1929 

0.066. 2.929 

0.013.0.056 

0.019. 0.099 

0.014,0.082 


BLQ Values Included 

1 

1 

2 

27 

30 

57 

Naiive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.044,0.044 

0.044,0.044 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.044 

0044 


MIN, MAX 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

0.044.0.044 

0.044,0.044 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.106,0.762 

1.106,0.762 

0.021, 0.021 

NA, NA 

0.021,0.021 


SD.SE 

NA, NA 

1.1824,0.6827 

1.1824,0.6827 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0.428 

0.428 

0.021 

NA 

0.021 


MIN. MAX 

NA, NA 

0.418,2471 

0.418,2471 

0.021,0.021 

NA, NA 

0.021,0.021 


5 %, 95 % 

NA, NA 

0.418,2471 

0.418, 2.471 

NA, NA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 131 of?) 



Lab: Madison 

BiomarLen Free NNAL (pmol/mg Creatin) 
Tiinepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smoke is 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericatVBIacl: 

N 

0 

i 

I 

l 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1.077,1.077 

1,077, 1,077 

0.036,0.036 

0.030,0.027 

0.032,0.030 


SD.SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

0.0170,0,0120 

0.0125,0.0072 


MEDIAN 

NA 

1.077 

1.077 

0.036 

0.030 

0.036 


MIN, MAX 

NA.NA 

1.077, 1.077 

1.077,1.077 

0.036,0.036 

0.018,0.042 

0.018,0.042 


5%. 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

0.018,0.042 

0.018,0.042 


BLQ V allies Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

0.731, as 19 

1.320,1.103 

1.082,0.813 

0.041,0.032 

0.059,0.052 

0.051,0.1)42 


SU.SE 

0,5080,0.1232 

0.7916,0.1583 

0.7437,0.1148 

0.0344,0.0065 

0.0310,0.0054 

00336,0.0043 


MEDIAN 

0.521 

1.078 

0.930 

0.029 

0.051 

0.046 


MIN, MAX 

0.026,1.761 

0.250,3.462 

0.026, 3.462 

0-010,0.145 

0.016,0.143 

0.010,0.(45 


5%, 95% 

0.026.1.761 

0.267.2.615 

0.238.2.575 

0.012,0.141 

0.019,0.141 

0.014.0.141 


BLQ Values Included 

1 

0 

1 

25 

32 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.066,0.066 

0.066,0.066 


SD,SG 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.066 

0.066 


MIN. MAX 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

0.066,0,066 

0.066,0.066 


5%, 95% 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.121,0.665 

1.121,0,665 

0.045,0.045 

NA, NA 

0.045,0.045 


5D,SE 

NA, NA 

1.3271,0.7662 

1,3271,0.7662 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

0.492 

0.492 

0.045 

NA 

0.045 


MIN. MAX 

NA, NA 

0.226,2.646 

0,226,2.646 

0.045,0.045 

NA, NA 

0.045,0,045 


5%, 95% 

NA, NA 

0.226,2.646 

0.226,2.646 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR U RINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 132 of?) 


Lab: Madison 

Biomarker. Free NNAL (praol/mg Cteatin) 

Timeooint: Overall' 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

1.061, 1.061 

1.061,1.061 

0.035,0.035 

0.025,0.025 

0.028,0.028 


SD.SE 

NA, NA 

NANA 

NANA 

NA. NA 

0.0028,0.0020 

0.0061,0.0035 


MEDIAN 

NA 

1.061 

1.061 

0.035 

0.025 

0.027 


MIN, MAX 

NANA 

1.061,1.061 

1.061, 1.061 

0.035,0035 

0.023,0.027 

0.023, 0.035 


5%, 95% 

NANA 

NA, NA 

NANA 

NANA 

0.023,0.027 

0.023,0.035 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GKO MEAN 

0.745,0.527 

1.26S, 0.996 

1.064,0.777 

0.035,0.030 

0.056,0.051 

0.047,0.040 


SD,SE 

0.5996,0.1413 

0.8425,0.1592 

0.7926,0.1169 

0.0200,0.0038 

0.0239,0.0042 

0.0244,0.0031 


MEDIAN 

0,582 

0.990 

0.885 

0,026 

0.052 

0.044 


MIN, MAX 

0.032,2.498 

0.158,3.675 

0.032,3.675 

0.011,0084 

0.016,0.110 

0.011,0.110 


5%, 954b 

0.032, 2.498 

0.164,2.929 

0164,2.498 

0.013, 0.079 

0.022,0.104 

0.015,0.094 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NANA 

0.055,0.055 

0.055,0-055 


5D,SE 

NANA 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.055 

0.055 


MIN, MAX 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

0.055, 0.055 

0.055,0.055 


5%, 9S9b 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA.NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

1.114,0.724 

1.114,0.724 

0.033.0.033 

NANA 

0.033,0.033 


SD.SE 

NANA 

1.2536,0.7238 

1.2536,0.7238 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

0.460 

0.460 

0.033 

NA 

0.033 


MIN, MAX 

NA NA 

0.322,2.559 

0322,2.559 

0.033,0.033 

NA, NA 

0.033,0.033 


54b, 954b 

NANA 

0.322,2.559 

0,322, 2.559 

NANA 

NANA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does nc* apply as the Bl.Q values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Pags 133 of?) 


Lab; Madison 

Biomarkcr. NNAL-Glucuronide (praoVL) 
Tiincpoint: Week 1 _ 

_Characteristic_ 


African AmericatVBlack 


Caucasian 


Naive American 


Other 


Statistic 


N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 

sd.sb 

MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN. MAX 
5%, 95% 

BLQ Values Included 



Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 


0 

i 

1 

1 

2 

3 

NANA 

2044.9, 2044.9 

2044.9,2044.9 

4.8,4.8 

0.0, NA 

1-6, NA 

NANA 

NANA 

NA NA 

NA, NA 

0.00,0.00 

2.77.1.60 

NA 

2044.9 

2044.9 

4.8 

0.0 

0.0 

NANA 

2044.9, 2044.9 

2044.9, 2044,9 

4.8,4.8 

0.0,0.0 

0.0,4.S 

NANA 

NANA 

NA, NA 

NANA 

0.0,00 

0.0,4.8 

NA 

0 

0 

1 

2 

3 

17 

28 

45 

27 

30 

57 

1950.1, N A 

1969.2,1184,9 

1962.0. NA 

40.5. NA 

0.2, NA 

19.3, NA 

20S0.37,497.29 

1752.17,331.13 

1847.36,275.39 

167.92,32.32 

0.88,0.16 

116.21, 15.39 

1543.0 

1631.9 

1564.5 

0.0 

OO 

0,0 

0.0, 7356.3 

24.4, 7462.5 

0.0,7462.5 

0.0,859.0 

0.0, 4,8 

0.0, 859.0 

0.0, 7358,3 

35.9,5458.6 

35.9,5782.8 

0.0,197.4 

0.0,0.0 

0.0, 17.7 


I 

2 

27 

30 

57 

0 

0 

0 

0 

I 

1 

NANA 

NA, NA 

NA, NA 

NA, NA 

0.0, NA 

0.0, NA 

NANA 

NANA 

NA, NA 

NANA 

NA, NA 

NANA 

NA 

NA 

NA 

NA 

0.0 

00 

NA, NA 

NA, NA 

NA, NA 

NANA 

0.0,0.0 

0.0,0.0 

NANA 

NANA 

NA NA 

NA, NA 

NANA 

NA, NA 

NA 

NA 

NA 

NA 

1 

1 

0 

3 

3 

i 

0 

1 

NANA 

743.3, 330.9 

743.3,330.9 

0.0, NA 

NANA 

0.0, NA 

NANA 

918.10,530.06 

918.10,530.06 

NANA 

NA NA 

NA, NA 

NA 

393.4 

393.4 

0.0 

NA 

0.0 

NA, NA 

51.6,1784,9 

51.6, 1784.9 

0.0,0.0 

NANA 

0.0,0.0 

NA NA 

51.6.1784.9 

51.6. 1784.9 

NANA 

NANA 

NA, NA 

NA 

0 

0 

1 

NA 

i 
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TABLE [4.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC,’: RACE 

(Page 134 of?) 


Lab: Madison 

Biomarken NNAL-Glucuronide (pmoI/L) 
Timepomt: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


—— 

Statistic 

Male 

Female 

Overall 

Male 

EemaJe 

Overall 


African American/Bladc 

N 

0 

1 

1 

I 

2 

3 



MEAN, GEO MEAN 

NA.NA 

1982.7,1982.7 

1982.7, 1982.7 

0.0, NA 

0.0, NA 

0.0, NA 



SD.SE 

NANA 

NANA 

NANA 

NANA 

0.00.0.00 

0.00.0.00 



MEDIAN 

NA 

1982.7 

1982.7 

0.0 

00 

0.0 



MIN, MAX 

NA NA 

1982.7, 1982.7 

1982.7, 1982.7 

00,0.0 

0.0,0.0 

00,00 



5%, 95% 

NA, NA 

NANA 

NA NA 

NANA 

00,0.0 

00,0.0 



BLQ Values Included 

NA 

0 

0 

I 

2 

3 


Caucasian 

N 

17 

25 

42 

26 

33 

59 



MEAN, GEO MEAN 

1457.1, NA 

2271.2, 1215.7 

1941.7, NA 

2.1. NA 

5.6, NA 

4.1, NA 



SD, SE 

1136.78,275.71 

2342,60,468.52 

1969.84,303.95 

6.75,1.32 

20.06, 3.49 

15.64,2.04 



MEDIAN 

1234.2 

1443.6 

1352-5 

0.0 

0.0 

0.0 



MIN, MAX 

0.0,4514.7 

11.0.9536.6 

0.0,9536.6 

0.0,31.5 

0.0,99.9 

0.0.99.9 



5%, 95% 

0.0, 4514.7 

35.4,7004.1 

35.4,5911.9 

0.0,12.4 

0.0, 55.9 

0.0,31,5 



BLQ Values Included 

1 

0 

1 

25 

32 

57 


Native American 

N 

0 

0 

a 

0 

1 

I 



MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

NANA 

0.0, NA 

0.0, NA 



SD.SE 

NA, NA 

NANA 

NA. NA 

NA, NA 

NANA 

NANA 



MEDIAN 

NA 

NA 

NA 

NA 

00 

0.0 



MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.0, 0.0 

0.0,0.0 



59b, 95% 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 


Other 

N 

0 

3 

3 

I 

0 

1 



MEAN, GEO MEAN 

NA, NA 

860.0,618.8 

860.0,618.8 

0.0, NA 

NA, NA 

0.0, NA 



SD, SE 

NANA 

845.56,488.18 

845.56,488.18 

NANA 

NA, NA 

NANA 



MEDIAN 

NA 

483.3 

483.3 

0.0 

NA 

0.0 



MIN, MAX 

NA.NA 

268.2, 1828.4 

268.2, 1828.4 

0.0,0.0 

NA, NA 

0.0,0.0 



5%, 95% 

NANA 

268.2.182S.4 

268.2, 1828.4 

NA, NA 

NA, NA 

NA.NA 



BLQ Values Included 

NA 

0 

0 

1 

NA 

i 



Pro]Bet Number: 12220-6450 created on ismahoz at 06:53 Printed on Tuesday, March 25, 2002 at 2:10 PM 


Page 134 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 




PM3003537715 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TLWE POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 135 of?) 


Lab: Madison 

Biomaiker. NNAL-Glucurotiide (pmol/L) 

Timepoint: Overall' 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

, 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

2013.8,2013.8 

2013.8,2013.8 

2.4, 2.4 

0.0, NA 

0.8, NA 


SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA.NA 

0.00, 0.00 

1.39,0.80 


MEDIAN 

NA 

2013.8 

2013.8 

2.4 

0.0 

0.0 


MIN, MAX 

NA.NA 

2013.8,2013.8 

2013.8,2013.8 

2.4,2.4 

0.0,0.0 

0.0,2.4 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.0,0.0 

0.0,2.4 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

1744.6, NA 

2041.3, 1213.9 

1925,2, NA 

20.5, NA 

2.9, NA 

11.0, NA 


SD.SE 

1455.58,343.08 

1796.22,339.45 

1660.62,244.85 

83.00, 15-69 

10.03,1,75 

56.85, 7.28 


MEDIAN 

1277.7 

1626.1 

1521.7 

0.0 

OtO 

0.0 


MIN, MAX 

0.0.4879.9 

23.5,5778.3 

0.0,5778.3 

0.0, 429.5 

0.0,50.0 

0.0,429.5 


5%, 95% 

0.0,4879.9 

29.9,5681.3 

29.9,5668.4 

0.0, 114,5 

0.0,28.0 

0.0,28.0 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0, NA 

0.0, NA 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.0 

0.0 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0,0.0 

0.0,0.0 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

801.7,502.2 

801.7,502.2 

0.0, NA 

NA, NA 

0.0, NA 


SD.SE 

NA, NA 

881.45.508.91 

881.45, 508.9! 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

438.4 

4384 

0.0 

NA 

0.0 


MIN, MAX 

NA, NA 

159.9,1806.7 

159,9,18067 

0.0,0.0 

NA, NA 

0.0,0.0 


5%, 95% 

NA, NA 

159.9,1806.7 

159.9,1806.7 

NA, NA 

NA, NA 

NA, NA 


Overall values calculated by first averaging the rcaulla across visits within a subject, then calculating the descriptive statistks across subjects. Count uf BLQ values dues uut apply as tie BLQ values were convened to the upper limit of the 
BLQ(e,g.. ’<1.234' will be used as T.234 1 ) for the averages across visits within a subject thus eliralnatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BTOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 136 of?) 


T.ah: Madison 

Biomarker: NNAL-Glucuronide (pmol/24hr) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

2617.470.2S17.470 

2617.470,2617.470 

14.400, 14400 

0.000. NA 

4.800. NA 


SD. SE 

NA. NA 

NA, NA 

NANA 

NANA 

0.0000,0.0000 

8.3138,4.8000 


MEDIAN 

NA 

2617.470 

2617.470 

14.400 

0.000 

0.000 


MIN. MAX 

NA, NA 

2617.472,2617.472 

2617.472,2617.472 

14.400, 14.400 

0.000, 0.000 

0.000,14.4CO 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

0.000,0.000 

0.000, 14.400 


BLQ Values Included 

NA 

0 

0 

l 

2 

3 

Caucasian 

N 

17 

28 

4S 

27 

30 

57 


MEAN. GEO MEAN 

2904.960, NA 

3051.100, 2048.040 

2995.890, NA 

40.543, NA 

0.157, NA 

19.287, NA 


SD, SE 

2489,6700,603.8330 

2220.3600,419.6090 

2298.7700,342.6810 

163.7960,31.5225 

0.8588,0.1568 

113.4490,15.0266 


MEDIAN 

1833.190 

2603.220 

2416.280 

0.000 

0.000 

0.000 


MIN, MAX 

0.000, 8646.003 

51.240,8788.668 

0.000,8788,668 

0.000,841.820 

0.000,4.704 

0.000, 841.820 


5%, 95% 

0.000, 8646.000 

98.725,7630.840 

98.725.7630.840 

0.000, 173.712 

0.000, 0.000 

0,000,50.920 


BLQ Values Included 

1 

I 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 

0.000, NA 

0.000, NA 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA.NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0,000 


MIN, MAX 

NA, NA 

NA, NA 

NA,NA 

NANA 

0.000,0.000 

0.000, 0.000 


5%, 95% 

NA, NA 

NA, NA 

NA f NA 

NANA 

NA, NA 

NANA 


BLQ V allies Included 

NA 

NA 

NA 

NA 

i 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1701.630,724.950 

1701.630,724.950 

0.000, NA 

NA NA 

0.000, NA 


SD, SB 

NA, NA 

2323.5700,1341.5100 

2323.5700,1341.5100 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

582.232 

582.232 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

149,640, 4373.005 

149.640,4373.005 

0.000,0.000 

NA, NA 

0.000,0.000 


5%, 95% 

NA, NA 

149.640,4373.010 

149.640. 4373.010 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-S 

DESCRIPTIVE STATISTICS OF 24-1IOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOCRAPIUC CHARACTERISTIC: RACE 

(Page 137 of 7) 


Lab: Madison 

Biomarker. NNAL-Glucuromde (pmol/24hr) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

2646.910,2646.910 

2646.910, 2646.910 

ftOOO. NA 

(XOOO.NA 

0.000, NA 


SD.SE 

na, na 

NA, NA 

NANA 

NANA 

0.0000.0.0000 

0.0000,0.0000 


MEDIAN 

NA 

2646.910 

2646.910 

0.000 

0.000 

0.000 


MIN, MAX 

NA NA 

2646.905, 2646.905 

2646.905,2646.905 

0.000,0.000 

0.000,0.00) 

0.000, 0.000 


5%, 95% 

NANA 

NA NA 

NANA 

NANA 

0.000, 0.000 

0 . 000 , aooo 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

26 

33 

59 


MEAN, GEO MEAN 

2636.820, NA 

3588.440,2227,360 

3203.260, NA 

3.610, NA 

10.781, NA 

7.621, NA 


SD.SE 

2140.5700,519-1640 

3331.0100, 666.2010 

2916.6100,450.0420 

10.6659,2.0918 

39.9647,6.9570 

30.7104,3.9982 


median 

1703.200 

2889.060 

2518.300 

0.000 

0.000 

0.000 


MIN, MAX 

0.000,7252,530 

20.460, 17356.612 

0.000, 17356.612 

0,000, 40.950 

0.000,168.831 

0.000,168.831 


5%, 95% 

0.000,7252.530 

65.136,6821.100 

65.136,6821.100 

0.000,36.120 

0,000,160.433 

0.000,40.950 


BLQ Values Included 

1 

0 

l 

25 

32 

57 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NA, NA 

0.000, NA 

0.000, NA 


SD.SE 

NA NA 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 


NGN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA NA 

NA, NA 

NANA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

I 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

892,241,669.116 

892.241,669.116 

0,000, NA 

NA, NA 

0.000, NA 


SD.SE 

NA NA 

852 2710, 492 0590 

8522710, 4920590 

NANA 

NANA 

NANA 


MEDIAN 

NA 

425.304 

425.304 

0.000 

NA 

0.000 


MIN. MAX 

NA, NA 

375.480, 1*75.938 

375.48a 1875.938 

0.000, 0.000 

NA, NA 

0.000,0.000 


5%, 95% 

NANA 

375.480,1875.940 

375.480,1875.940 

NA. NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 138 oil) 


Lab. Madison 

Biomarken NNAL-Glucuranide (pmol/24hr) 

Timenoint: Overall’ 

Characteristic 



Smoke is 



Non*Smokcrs 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

2632.190,2632.190 

2632.190,2632.190 

7.200,7.200 

0.000, NA 

2.400, NA 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

4.1569,2.4000 


MEDIAN 

NA 

2632.190 

2632.190 

7.200 

0.000 

0.000 


MIN, MAX 

NA, NA 

2632.190, 2632.190 

2632.190,2632.190 

7.200, 7.200 

0.000,0.000 

0.000,7.200 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.000 

0.000,7.200 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

2839.650, NA 

3191.710,2143.170 

3053.950, NA 

21.223, NA 

5.462, NA 

12.697, NA 


SD.SE 

2316.2800,545.9520 

2312.8400,437.0860 

2294.9000,338.3640 

81.0176,15,3109 

19.9668.3.4758 

56.8250, 7.2757 


MEDIAN 

2120.440 

27CB.380 

2644.190 

0.000 

0.000 

0.000 


MIN, MAX 

0.000,7949.270 

58.188, 10073.400 

0.000,10073.400 

0.000, 420.910 

0,000, 84,416 

0.000, 420.910 


5%, 95% 

0.000,7949.270 

59.593.7804,380 

59.593,7804.880 

0.000, 107.331 

0.000,80.217 

0.000,80.217 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.000, NA 

0.000, NA 


SD.SE 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0000 

0.000, 0000 


5%, 95% 

NA, NA 

NA. NA 

NA.NA 

NANA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

1296.930,744.867 

1296.930,744.867 

0.000, NA 

NA, NA 

0.000, N A 


SD.SE 

NA, NA 

1587.2800,916.4180 

1587.2800,916.4180 

NA, NA 

NA, NA 

NA NA 


MEDIAN 

NA 

503.768 

503.768 

0.000 

NA 

0.000 


MIN, MAX 

NA. NA 

262.560,3124470 

262.560,3124,470 

0.000,0.000 

NANA 

0.000,0.000 


5%, 95% 

NA, NA 

262.560, 3124.470 

262.560, 3124.470 

NANA 

na,na 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BI.Q (e.g., '<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 


Project Number: 12226-8450 Created on 1BMAR02 at 08:53 Printed or Tuesday, March 26, 2002 at 2:10 PM 


Page 138 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537719 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 139 of?) 


Lab: Madison 

Biomarkcr NNAL-GIocuronide (pmol/mg Crcatin) 
Timepoini: Week 1_ 


Characteristic 



Smoke re 



Non-Smoke re 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

1.789, 1.789 

1.789, 1.789 

0.006,0.006 

0.000, NA 

0.001 NA 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0035,0.0020 


MEDIAN 

NA 

1.789 

1.789 

0.006 

0.000 

0.000 


MIN, MAX 

NA, NA 

1.789,1.789 

1.789, 1.789 

0.006,0.006 

0.000,0.000 

0.000.0.006 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000.0.000 

0.000,0,006 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

28 

45 

27 

30 

57 


MEAN, GEO MEAN 

2.232, NA 

2,783. 1,842 

1575. NA 

0.028, NA 

0.000, NA 

0.014, N A 


SD.SE 

2,1168,0.5134 

20310,03838 

2.0576,0.3067 

0.1208,0.0233 

0.0005,0.0001 

0.0836,0.0111 


MEDIAN 

1.190 

2.289 

22284 

0.000 

0.000 

0.000 


MIN, MAX 

0.000,8.643 

0.027,7.951 

0000,8643 

0.000,0.624 

0.000,0.003 

0.000,0.624 


5%, 95% 

0.000,8,643 

0.082,7.656 

00817.656 

0.000,0.107 

0.000,0.000 

0.000,0.024 


BLQ Values Included 

1 

1 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.000, NA 

0.000, NA 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

I 

1 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.054,0.512 

1.054,0.512 

0,000, NA 

NA, NA 

0.000, NA 


SD.SE 

NA, NA 

1.3891,0.8020 

1.3891,0.8020 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

0375 

0.373 

0.000 

NA 

0.000 


MIN, MAX 

NA.NA 

0.135, 2.652 

0.135,1652 

0.000,0.000 

NA, NA 

0.000, 0.000 


5%, 95% 

NA, NA 

0.135,2.652 

0.135,2.652 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

I 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 140 of?) 


Lab: Madison 

Biomarker NNAL-Glucuronide CpmoVmg Crcatin) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Ame rican/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1.594, 1.594 

1394, 1.594 

0.000, NA 

0.000, NA 

0.000, NA 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0,0000 

0.00C0,0.0000 


MEDIAN 

NA 

1.594 

1,594 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

1.594, 1,594 

1.594,1.594 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

0,000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

26 

33 

59 


MEAN, GEO MEAN 

1.818, NA 

1887,1.832 

2.454, NA 

0.002, NA 

0.010, NA 

0.006, NA 


SD,SE 

1.3733,0.3331 

2.2552,0.4510 

1.9989,0,3084 

0.0058,0.0011 

0.0369,0.0064 

0.0280,0.0036 


MEDIAN 

1.355 

L990 

1.846 

OOOO 

Q000 

0.000 


MIN, MAX 

0.000, 4.312 

0.020,9.76! 

0.000.9.761 

€.000,0.023 

0.000,0.171 

0.000, 0.171 


5%, 95% 

0.000,4.312 

0.043, 6.968 

0.043,6.216 

0.000,0.019 

0.000,0.131 

0.000,0.023 


BLQ Values Included 

1 

0 

l 

25 

32 

57 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000, NA 

0.000, NA 


SD, SE 

NA, NA 

NA. NA 

NA, NA 

NA.NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

0.000,0.(0) 

0.000,0.000 


5%, 95% 

NANA 

NA, NA 

NA. NA 

NA. NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

i 

I 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1389,0.860 

1389,0860 

0,000, NA 

NANA 

0.000, NA 


SD, SE 

NA, NA 

1.6446,0.9495 

1.6446,0,9495 

NA, NA 

na,na 

NA.NA 


MEDIAN 

NA 

0.442 

0.442 

0.000 

na 

0.000 


MIN. MAX 

NA, NA 

0.437.3.288 

0.437.3.288 

0.000.0.000 

NANA 

0,000,0.000 


5%. 95% 

NA, NA 

0.437,3.288 

0437,3.288 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-riOUR URINE BIOMARKERS OF EXPOSURE EV TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 141 of?) 



Lab: Madison 

Biomaiken NNAL-Glucutonide (pmol/mg Creatin) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1.692.1.692 

1.692, 1.692 

0.003.0.003 

0.000, NA 

0.001, N A 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0017,0.0010 


MEDIAN 

NA 

1.692 

1.692 

0.003 

0.000 

0.000 


MIN. MAX 

NA,NA 

1.692, 1.692 

1.692,1.692 

0.003,0.003 

0.000,0.000 

0.000,0.003 


5*. 95% 

NA, NA 

NANA 

NA, NA 

NANA 

0.000,0.000 

0.000,0.003 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1037, NA 

2,800.1.858 

2502. NA 

0.015, N A 

0.00S.NA 

0.009, NA 


SD.SE 

1.6980,0.4002 

1.9748,0.3732 

1.8897,0.2786 

0.0596,0.0113 

0.0186.0.0032 

0.0425,0,0054 


MEDIAN 

1.169 

2.068 

1.996 

0.000 

0.000 

0.000 


MIN, MAX 

0.000,6.478 

0.035,7.312 

0.000, 7.312 

0.000,0.312 

0.000,0.086 

0.000,0.312 


5%, 95% 

0.000, 6.478 

0.051,7.084 

0.051, 6.478 

0.000,0.065 

0.000,0.066 

0.000,0.065 

Naive American 

N 

0 

0 

0 

0 

1 

, 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA. NA 

NA NA 

0.000, NA 

0.000, NA 


SD.SE 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 


MTN, MAX 

NA, NA 

NA NA 

NA, NA 

NANA 

0.000,0.000 

aooo, 0.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1.222,0.704 

1222 0.704 

0,000, NA 

NANA 

0.000. NA 


SD.SE 

NA, NA 

1.5152,0.8748 

15152 0.8748 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

0.406 

0.406 

0.000 

NA 

aooo 


MIN, MAX 

NA, NA 

0.289,2,y70 

0.289,2.970 

0.000,0.000 

NA, NA 

0,000,0.000 


5%, 95% 

NA, NA 

0289,2.970 

0289,2.970 

NA, NA 

NANA 

NA NA 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1,234') for the averages across visits within a subject thus eliminatig all BLQ values for tte overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEFOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 142 of?) 


Lab: 1NBIFO 

Biomarker. Toial Nicotine (nnwl/241ir) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

, 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

38.100,38.100 

NA, NA 

38.100,38.100 


SD, SE 

NA, NA 

NA NA 

NA.NA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

38.100 

NA 

38.100 


MIN, MAX 

NA, NA 

NANA 

NANA 

38.100,38.100 

NA. NA 

38,100.38.100 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

18044.400,14878.500 

8635.730,8049.120 

13340.100,10943.400 

NA NA 

27.991,24.918 

27.991,24.918 


SD, SE 

10825.2000, 5249.9100 

4082.2800, 2356.9000 

8949.6800,3653.6900 

NANA 

18.0326,12.7510 

18.0326,12.7510 


MEDIAN 

23200.400 

7159.230 

10205.000 

NA 

27.991 

27.991 


MIN. MAX 

5605.104.25327.788 

5497.128. 13250.825 

5497.128,25327.788 

NA NA 

15.240,40.742 

15.240,40.742 


5%, 95% 

5605.100,25327.800 

5497.130, 13250,800 

5497.130,25327.800 

na.na 

15.240,40.742 

15.240,40.742 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOlIR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 143 of?) 


Lab: INBIFO 

Biomarker: Total Nicotine (ntnoV24hr) 
Timepomi: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

34925, 34.925 

NA, NA 

34.925,34.925 


SD,SE 

NA.NA 

NANA 

NANA 

NA NA 

NA.NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

34.925 

NA 

34.925 


MIN, MAX 

NANA 

NANA 

NA NA 

34925, 34925 

NA, NA 

34925. 34925 


5%, 95% 

NANA 

NA, NA 

NANA 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

i 

3 

4 


MEAN, GEO MEAN 

13631,100,12261.200 

11106.900,10275.600 

12369.000,11224.600 

36.830,36,830 

43.690,43.268 

41.975,41,560 


SD,SE 

6848.8600,3954.1900 

5507.4000, 3179.7000 

5727.7200,2338.3300 

NA NA 

7.4446, 4.2981 

6.9794,3,4897 


MEDIAN 

14725.700 

9159.570 

11942.600 

36.830 

43.180 

40.005 


MIN, MAX 

6300.791, 19866.660 

6837.732, 17323.410 

6300.791,19866.660 

36.830,36.830 

36.513,51.376 

36.513,51.376 


5%, 95% 

6300.790, 19866.700 

6837.730, 17323.400 

6300.790, 19866-700 

NA, NA 

36.513, 5 L376 

36.513, 51.376 


BLQ Values Included 

0 

0 

0 

i 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URJNB BIOMARKERS CM 1 EXPOSURE BYTIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 144 of?) 


Lab: INBIFO 

Biomarker. Total Nicotine (ranoV24hr) 

Timcpoint: Week 3 

Characteristic 



Smokers 



Noo-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American^Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

36.957, 36.957 

NA, NA 

36.957, 36.957 


SD.SE 

NANA 

NA, NA 

NA NA 

NANA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

36.957 

NA 

36.957 


MIN, MAX 

NA,NA 

NA, NA 

NANA 

36.957,36957 

NA, NA 

36957,36.957 


5®, 95® 

NA, NA 

NANA 

NA NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

8440.240,6209.580 

10011.500,9589.060 

9383.020,8059.170 

28.634,28.050 

26.839,24.948 

27.737,26.453 


SD, SE 

8084.4000,5716,5300 

3639.1700,2101,0800 

4868.4500,2177.2400 

7.2930,4,2106 

12.5835,7.2651 

9.2509,3.7767 


MEDIAN 

8440.240 

9143.680 

9143.680 

26,213 

23.876 

25.045 


MIN, MAX 

2723.706, 14156.770 

6884.745,14006.175 

2723.706, 14156.770 

22.860,36.830 

16.002, 40.640 

16002.40.640 


5®, 95® 

2723.710, 14156.800 

6884.750,14006.200 

2723.710, 14156.800 

22.860,36,830 

16.002, 40.640 

16.002,40,640 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 145 of?) 


Lab: INB1F0 

Biomarker: Total Nicotine (nntol/24hr) 

Timemint: Overall’ 

Characteristic 



Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

36.661,36661 

NA, NA 

36.661,36.661 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

36.661 

NA 

36.661 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

36.661, 36.661 

NA.NA 

36.661,36.661 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

14541.100,12230.500 

9918.040,9370.860 

12229.600,10705,600 

28.634.28.050 

33.455,33.106 

31.045,30.473 


SD.SE 

8379.8200,4838.0000 

4289.5900,2476.6000 

6469.9800,2641.3600 

7.2930,4.2106 

5.8798,3.3947 

6.4866,2.6481 


MEDIAN 

18963.100 

7734.520 

11297.300 

26.213 

33.528 

30,534 


MIN, MAX 

4876.530, 19783.700 

7139.510, 14860.100 

4876.530,19783.700 

22.860, 36830 

27.539,39.298 

22.860, 39.298 


5%, 95% 

4876.530,19783.700 

7159.510, 14860.100 

4876.530,19783.700 

22.860, 36.830 

27.539, 39.298 

22.860, 39.298 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted 10 tbe upper limit of the 
ELQfe.g.,'<1.234' will be used as '1.234') for the averages across visits within a subject thus etiminatig all BLQ values for the overall statistics. 
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TABLE 14.4*8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 14$ of ?) 


Lab: INBIFO 

Biomarken Total Nicotine (ug/24br) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smoke re 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA. NA 

6180,6180 

NA.NA 

6.180.6.180 


SD.SE 

NANA 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

6180 

NA 

6180 


MIN, MAX 

NANA 

NA, NA 

NANA 

6180, 6180 

NA NA 

6180i6180 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

2926.810,2413.290 

1400.720,1305.570 

2163.760, 1775.030 

NA. NA 

4.540,4.042 

4540,4.042 


SD.SE 

1755.8400, 1013.7400 

6611460,3812900 

1451.6400,592.6290 

NA, NA 

2.9246,2.0680 

29246,2.0680 


MEDIAN 

3763.110 

1161,230 

1655.260 

NA 

4.540 

4.540 


MIN, MAX 

909.148,4108,167 

891.634,2149.284 

891,634,4108.167 

NA, NA 

2.472, 6608 

2472, 6608 


5%, 95% 

909,148,4108.170 

891.634,2149.280 

891.634,4108.170 

NA, NA 

2472,6608 

2472, 6608 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 147 of t) 


Lab: INBIFO 

Biomaiken Total Nicotine (ug(24hr) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

5.665,5.665 

NA, NA 

5.665, 5.665 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

5.665 

NA 

5.665 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

5.665,5.665 

NA, NA 

5.665,5.665 


S'*, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

i 

NA 

1 

Caucasian 

N 

3 

3 

6 

i 

3 

4 


MEAN, GEO MEAN 

2211960, 1988,760 

1801.540,1666.700 

2006.250,1820,620 

5.974,5.974 

7.086,7.018 

6.808, 6.741 


SD.SE 

U 10.8900,6413700 

893.3000,515.7470 

929.0360,379.2770 

NA, NA 

1.2076,0.6972 

1.1320,0,5660 


MEDIAN 

2388.510 

1485.680 

1937.100 

5.974 

7.004 

6.4»y 


MIN, MAX 

1021.988, 3222.372 

1109.080,2809.857 

1021.958, 3222.372 

5.974,5.974 

5.922, 8,333 

5.922, 8.333 


5%, 95% 

1021.990, 3222.370 

1109.080.2809.860 

1021.990, 3222.370 

NA, NA 

5,922,8.333 

5.922,8.333 


BLQ Values Included 

0 

0 

0 

1 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 14-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pa®e 148 of?) 


Lab: INBIFO 

Biomarken Total Nicotine (ug/24hr) 
Timepoint: Week 3 __ 


Characteristic 



Smokere 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA.NA 

NA. NA 

NA, NA 

5,994.5.994 

NA, NA 

5 . 994 . 5.994 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

5.994 

NA 

5.994 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

5.994,5.994 

NA, NA 

5.994,5.994 


5%, 95% 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

1369.010, 1007.190 

1623.870, 1555.350 

1521.930, 1307.200 

4.645,4.550 

4.354, 4.047 

4.499,4.291 


SD.SE 

1311.2900,927,2220 

590.2740.340.7950 

789.6630,353.1480 

1.1829,0.6830 

2.0409,1.1783 

1.5004,0.6125 


MEDIAN 

1369.010 

14S3.1I0 

1483.110 

4252 

3.873 

4.063 


MIN, MAX 

441.785,2296.228 

1116.706, 2271.802 

441.783, 2296.228 

3.708,5.974 

2.596,6.592 

2596, 6.592 


5%, 95% 

441.785,2296.230 

1116.710,2271.800 

441,785, 2296.230 

3.708,5.974 

2.596,6.592 

2,596,6.592 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 149 of?) 


Lab: 1NBIFO 

Biomarken Total Nicotine (ug/24hr) 

TimeDoint: Overall* 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Araerican/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN. GEO MEAN 

NANA 

NA, NA 

NA, NA 

5.946,5.946 

NA, NA 

5.946,5.946 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

5.946 

NA 

5.946 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

5.946,5.946 

NANA 

5946, 5946 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN. GEO MEAN 

2358.570.1983.780 

1608.710,1519.950 

1983.640, 1736.450 

4.645,4.550 

5.427,5.370 

S.036,4.943 


SD.SE 

1359.2100, 784.7380 

695.7730,401.7050 

1049.4300,428.4280 

1.1829,0.6830 

0.9536,0.5505 

1.0521,0.4295 


MEDIAN 

3075.810 

1254.540 

1832.430 

4.252 

5.439 

4.953 


MIN,MAX 

790.974, 3208.920 

1161.270,2410310 

790.974, 3208.920 

3.708,5.974 

4.467,6.374 

3.708, 6.374 


5%, 95% 

790.974,3208.920 

1161.270,2410.310 

790.974,3208.920 

3.708,5.974 

4.467,6.374 

3.708.6.374 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g..'<1.234' will be used as T.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 150 of 2) 


Lab: INB1FO 

Biomarker: Free Nicotine (nmo!/24hr) 

Timepoint: Week J _ 

___ Smokers 

_ Characteristic _ Statistic _ Male _pemak: 


__ _ Non-Smoke is _ 

Overall ___ Male _ Female _Overall 


African American/Black 

N 

0 

0 


MEAN, GEO MEAN 

NA.NA 

NA, NA 


SD.SE 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA.NA 

NA, NA 


5%, 95% 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

Caucasian 

N 

3 

3 


MEAN, GEO MEAN 

14331.700,12198500 

4905.9150,4586.580 


SD.SE 

8085.8500,4668.3700 

2292.4100, 1323.5200 


MEDIAN 

18042.800 

3934.140 


MIN, MAX 

5056.480,19895.897 

3259.536, 7524,195 


5%, 95% 

5056.480, 19895.900 

3259.540, 7524.200 


BLQ Values Included 

0 

0 


0 

1 

0 

1 

NA, NA 

10 .200,10.200 

NA, NA 

10 .200, 10.200 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

10.200 

NA 

10.200 

NA.NA 

10 .200, 10.200 

NA, NA 

10 .200. 10,200 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

1 

NA 

1 

6 

1 

1 

2 

9618.830.7479.920 

6.936,6936 

4.080,4.080 

5508, 5.320 

7409.9900,3025.1100 

NA. NA 

NA, NA 

2.0195, 1.4280 

6290.340 

6936 

4.080 

5.508 

3259.536, 19895.897 

6.936,6.936 

4.080,4.080 

4.080,6.936 

3259.540, 19895.900 

NA, NA 

NA.NA 

4.080,6936 

0 

1 

1 

2 
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TABLE M.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 151 of?) 


Lab: INBIF0 

Bioraarken Fite Nicotine (nmo!/24hr) 

Tiitiepoint: Week 2 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

9324.810, 8030.610 

7091.660,6235.020 

8208.240,7076.090 

NA, NA 

7-548,6.393 

7.548,6.393 


SD.SE 

51853600,2993.8900 

4448.8200,2568.5300 

4490.9800, 1833.4400 

NANA 

5.6738.4.0120 

5.6738,4.0120 


MEDIAN 

11101.500 

5608.210 

8354.880 

NA 

7.548 

7.548 


MIN, MAX 

3484.431, 13388.466 

3574.098, I209Z675 

3484.431,133SS.466 

NANA 

3.536, 11.560 

3.536,11.560 


5*. 95% 

3484.430, 13388.500 

3574.100, 12092.700 

3484.430,13388.500 

NA, NA 

3536, 11560 

3.536, 11.560 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 152 of?) 


Lab: INBIFO 

Biomarker Free Nicotine (iimo!/24hf) 
Timcpoint: Week 3 _ 





Smokers 



Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 955b 

BLQ Values Included 

2 

5166.300,4177.410 
4298.8100,3039.7200 
5166.300 

2126.580,8206.010 
2126.580,8206.010 

0 

3 

6564.500, 6173.720 
2592.1300.1496.5700 
7103.310 

3745.315,8844.885 
3745.320, 8844,890 

0 

5 

6005.220,5280.690 
2926.7700,1308.8900 
7103.310 

2126.580, 8844.885 
2126-580, 8844.890 

0 

2 

6.569,6.554 

0.6350,0.4490 

6.569 

6.120,7.018 

6.120,7,018 

2 

2 

7.582,6.827 

4.6641,3.2980 

7.582 

4.284, 10.880 

4.284, 10.880 

2 

4 

7.076 6.689 

27799,1.3899 

6.569 

4.284, 10.880 

4.284, 10.880 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BV TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 153 of?) 


Lab: INBIFO 

Biomarker. Free Nicotine (nmol/24hr) 

Timeooint: Overall* 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA NA 

NA, NA 

NA, NA 

10.200,10.200 

NA NA 

10.200,10.200 


SD, SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

10.200 

NA 

10.200 


MIN, MAX 

NA, NA 

NAaNA 

NA, NA 

10.200, 10.200 

NANA 

10.200,10.200 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN, GEO MEAN 

10755.600,8996,480 

6187.370,5801.020 

84713510,7224.180 

6.773,6.769 

8.802,7,931 

7.991.7.444 


SD, SE 

6339.1500, 3659.9100 

2859.8300, 1651.1200 

5060.2400,2065.8400 

0.3465,0.2450 

42013,2.4256 

3.1766. 1,4206 


MEDIAN 

13212.400 

4645.650 

7066.450 

6.773 

10.880 

7.018 


MIN, MAX 

3555.830,15498.700 

4429.220,9487.250 

3555.830,15498.700 

6.528,7.018 

3.967, 11.560 

3.967, 11.560 


5%, 95% 

3555.830,15498.700 

4429.220,9487,250 

3555.830, 15498.700 

6.528, 7.018 

3,967, 11.560 

3.967, 11.560 


‘ Overall values calculated by first averaging the results across visits within a subject, then calculating (lie descriptive statistics across subjects. Count of BLQ values does n« apply as the BLQ values were converted to the upper Emit of the 
BLQ(e.g., '<1.234' will be used as '1.234) for tfe averages across visits within a subject thus elimiuatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMAKKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 154 of?) 


Lab: INB1F0 


Biomarker Free Nicotine (ugI24hr) 
Timepoint: Week I _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 



African AmericaiVBlack 

N 

MEAN, GEO MEAN 

0 

NA.NA 

0 

NA, NA 

0 

NA, NA 

1 

1.654, 1.654 

0 

NA, NA 

1 

1.654, 1.654 


SD.SE 

NA.NA 

NA. NA 

NA.NA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

1.654 

NA 

1.654 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

1.654,1.654 

NA NA 

1.654. 1.654 


5%, 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

1 


BLQ V alucs Included 

NA 

NA 

NA 

1 

NA 

Caucasian 

N 

3 

3 

6 

t 




MEAN, GEO MEAN 

2324.600, 1978.590 

795.746, 743.943 

1560.170, 1213.240 

1.125,1.125 

0.662, 0.662 

0.894,0.863 


SD.SE 

1311.5200,757.2090 

371,8290, 214.5750 

1201.9000,490.6730 

NA. NA 

NANA 

0.3274,0.2315 


MLDIAN 

2926.540 

638,118 

1020.290 

1.125 

0.662 

0.894 


MIN. MAX 

820.161,3227.114 

528.697, 1220.424 

528.697,3227.114 

1.125,1.125 

0.662,0.662 

0.662,1,125 


5*. 95* 

820.161,3227.110 

528.697, 1220.420 

528.697,3227.110 

NA, NA 

NA, NA 

0.662,1.125 


BLQ Values Included 

0 

0 

0 

1 

1 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOOR APHIC CHARACTERISTIC RACE 

(Page 155 of?) 


Lab: INBIFO 

Bicmarken Free Nicotine (ug/24hr) 

Timepoint: Week 2 

Characteristic 



Smoker* 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

1512.490, 1302.570 

1150.270. 1011.320 

1331.380, 1147.740 

NANA 

1.225,1.037 

1.225,1.037 


SD, SE 

841.0980,4S5.»80 

721,5990,416.6150 

728.4370,297.3830 

NA, NA 

0.9199,0.6505 

0.9199,0.6505 


MEDIAN 

1800.670 

909.652 

1355.160 

NA 

1.225 

1.225 


MIN, MAX 

565.175,2171.609 

579.719,1961.432 

565.175,2171.609 

NA, NA 

0.574, 1.875 

0.574, 1.87S 


5%, 95% 

565.175,2171.610 

579.719,1961.430 

565.175,2171.610 

NANA 

0.374, 1.875 

0.574, 1.875 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 156 of?) 


Lai: INBIFO 

Biomaiker. Free Nicocine (ug/24hr) 

Timepoint: Week 3 

Characteristic 



Smokers 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Over^l 

Caucasian 

N 

i 

3 

5 

2 

2 

4 


MEAN, GEO MEAN 

837.973,677.575 

1064.760,1001.380 

974,047,856.528 

1.066,1.063 

1.230,1.108 

1.148, 1.085 


SD.SE 

697.2670,493.0420 

420,4430,242.7430 

474.7230,212.3020 

0.1025,0.0725 

0.7566,0.5350 

0.4509,0.2255 


MEDIAN 

837.973 

1152.160 

1152,160 

1.066 

1.230 

1.066 


MIN, MAX 

344.931, 1331.015 

607.490,1434.640 

344.931, 1434.640 

0.993, 1.138 

0.695,1.765 

0.695, 1.765 


5%, 95% 

344.931, 1331.020 

607.490, 1434.640 

344,931, 1434.640 

0.993, 1.138 

0.695, 1.765 

0.695,1.765 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKEKS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pag* 157 of?) 


Lab: TNBIFO 

Biomarken Free Nicotine (ug/24hr) 

Timepoint: Overall' 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

1.654, 1.654 

NA, NA 

1.654, 1.654 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

1.654 

NA 

1.654 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

1.654, 1,654 

NA, NA 

1.654, 1.654 


5%, 95% 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN. GEO MEAN 

1744.570, 1459.230 

1003.590,940.926 

1374.080, 1171.760 

1.099, 1.098 

1.428, 1.287 

1.296, 1.208 


SD.SE 

1028.2100,593.6370 

463.8620.267.8110 

820.7720.335.0790 

0.0559,0.0395 

0.6812,0.3933 

0.5151,0.2304 


MEDIAN 

2143.050 

753.524 

1146.180 

1.099 

1.765 

1.138 


MIN, MAX 

576.756,2513.890 

718.420,1538.830 

576.756,2513.890 

1.059,1.138 

0.644,1.875 

0,644,1,875 


5%, 95% 

576.756,2513.890 

718.420,1538.830 

576.756,2513.890 

1.059,1,138 

0.644,1.875 

0.644,1.875 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values wete converted to the upper Until of the 
BI.Q (e.g., '<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminstig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 158 of?) 


Lab: INBIFO 

Biomsrker Tdal Cotinine (nmol/24hr) 
Timcpoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

33.000,33.000 

NA, NA 

33.000,33.000 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

33.000 

NA 

33.000 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

33.000,33.000 

NA, NA 

33.000,33.000 


5%, 95% 

NA f NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


BLQ Value* Included 

NA 

NA 

NA 

i 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

20519.900,14594.600 

22557.700,21545.600 

21538.800,1T732.700 

17.783,17.484 

24.244,21.582 

20.368,19.021 


SD, SE 

15520.1000,8960.5200 

8433.2900,4868.9600 

11226.9000, 4583.3600 

4.1163,2.3766 

15.6186, 11.0440 

9.0542, 4.0492 


MEDIAN 

23030.200 

20668.900 

21849.600 

16280 

24.244 

16.280 


MIN, MAX 

3897.624, 34631.742 

15229.032, 31775.275 

3897.624,34631.742 

14.630,22.440 

13.200, 35.288 

13.200,35.288 


5%, 95 % 

3897.620,34631.700 

15229.000, 31775.300 

3897.620,34631.700 

14.630,22.440 

13.200, 35.288 

13.200,35.288 


BLQ Values Included 

0 

0 

0 

3 

2 

5 


Project Ni 




12220-6430 Created on 18HAR02 at 08:53 Printed on Tuesday, March 26 , 2002 




Page 158 of 405 



Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 



PM3003537739 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 


Project 12226-8460 Created on 18MAR02 at G8t53 Printed on Tuesday, March 26, 2002 PM Page 159 of 405 




PM3003537740 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 160 of?) 


Lab: INBIFO 

Bio marker Total Cotinine (mriol/24fir) 



Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

32.010,32.010 

NA, NA 

32.010,32.010 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

32.010 

NA 

32.010 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

32.010, 32.010 

NA, NA 

32.010, 32.010 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA. NA 


BLQ V alues Included 

NA 

NA 

NA 

1 

NA 

I 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

16931.500,8752.580 

19312.100,18375.600 

18359.900,13658.400 

24.801,24.295 

16.903,16.673 

20.852,20.126 


SD.SE 

20497.3000, 14493.8000 

6996.5000,4039.4300 

11454.7000,5122.7000 

6.3168,3.6470 

3.4686,2.0026 

6.2838,2.5654 


MEDIAN 

16931.500 

20410.500 

20410.500 

22.704 

16.170 

20.240 


MIN, MAX 

2437.770,31425.320 

11831.363,25694.435 

2437.770,31425.320 

19.800,31.900 

13.860,20.680 

13.860.31.900 


5%, 95% 

2437.770.31425.300 

11831.400,25694.400 

2437.770.31425.300 

19.800,31.900 

13.860,20,680 

13.860,31.900 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

{Page 161 of?) 


Lab: INBIFO 

Biomarken Total Corinine (nmol/24hr) 

Timepomt: Overall* 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA.NA 

NANA 

NANA 

31.753, 31.753 

NA.NA 

31.753, 31.753 


SD.SE 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

31.753 

NA 

31.753 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

31.753,31.753 

NANA 

31.753,31.753 


5®, 95® 

NANA 

NA NA 

NA NA 

NANA 

NANA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

19705.900.14767.900 

22050.600.21235.000 

20878.300, 17708.700 

21.846,21.581 

22.875, 21.190 

22.434,21.357 


SD,SE 

13906.7000,8029.0200 

7109.4200,4104.6300 

9961.1900, 4066.6400 

4.2765, 2.4690 

9.9295,4.9647 

7.4630,2.8207 


MEDIAN 

23119.600 

22684.500 

2290Z100 

20.240 

22.605 

20.240 


MIN, MAX 

4410.200,31587.800 

14645.500,28821.900 

4410.200,31587.800 

18.605,26.693 

1Z833,33.457 

12.833,33.457 


5®, 95® 

4410.200,31587.800 

14645.500, 28821.900 

4410.200,31587.800 

18.603,26.693 

12.833,33.457 

12.833, 33.457 


* Overall values calculated by fircV averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as , L234 f ) for the averages across visits within a subject thus climinarig all BLQ values for tte overalt statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BYTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 162 of?) 


Lab: INBIFO 

Biomaifccn Total Cotiome (ug/24hr) 
Timepoint: Weep 1 _ 


Charaticrislic 



Smokeis 



Non-Sniokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

5.815.5.815 

NA, NA 

5.815, 5.815 


SD.SE 

NA.NA 

NA. NA 

NA. NA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

5.815 

NA 

5.815 


MIN, MAX 

NA, NA 

NA. NA 

NA, NA 

5.815,5.815 

NA, NA 

5.815,5.815 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


DLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

3615.600,2571.560 

3974.670,3796.340 

3795.140, 3124.500 

3.134,3.081 

4.272, 3.803 

3.589,3.352 


SD.SE 

2734.6400,1578,8400 

1485.9500,857.9110 

1978.1800,807.5880 

0.7252,0.4187 

2.7521, 1.9460 

1.5953,0.7135 


MEDIAN 

4057.930 

3641.860 

3849.890 

2.869 

4.272 

2.869 


MIN, MAX 

686.761,6102.113 

2683.355,5598.803 

686.761,6102.113 

2.578, 3.954 

2.326, 6.218 

2.326,6.218 


5%. 95% 

686.761,6102.110 

2683.360,5598.800 

686.761,6102.110 

2.578,3.954 

2.326, 6.218 

2.326,6.218 


BT.Q Values Included 

0 

0 

0 

3 

2 

5 
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table 14 . 4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 163 of?) 



Lab: INBIFO 

Biomarker- Total Cotinlnc (ug/24hr) 
Timepoini: Week 2 _ 


Characteristic 



Smoteis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amerlcan/Blarlt 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

5.330,5,330 

NA, NA 

5.330,5.330 


SD,SE 

NANA 

NA, NA 

NA NA 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

5.330 

NA 

5.330 


MIN, MAX 

NANA 

NA, NA 

NA, NA 

5.330,5.330 

NA, NA 

5.330, 5.330 


5%, 95% 

NANA 

NANA 

NA NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN. GEO MEAN 

3454.140,2929.090 

4278 500,4164.130 

3866.320,3492.440 

4.044,3.906 

4.726, 4.199 

4.385,4.050 


SD.SE 

1998.7700,1153.9900 

1144.0500,660.5170 

1524.9400,6225540 

1.3654,0.7883 

2.4015, 1.3865 

1.7866,0.7294 


MEDIAN 

4089.420 

4752.820 

4421.120 

3.256 

5.572 

4.414 


MIN, MAX 

1214.933, 5058.052 

2973575, 5109.091 

1214.933,5109.091 

3.256,5.621 

2016s 6590 

2016 6590 


5%, 95% 

1214.930,5058.050 

2973,580,5109.090 

1214.930,5109.090 

3.2S6, 5.621 

2.016, 6.590 

2.016.6.590 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 164of?) 


Lab: INBIFO 

Biomarken Total Cotinine (ug/24hr) 
Time point: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 


African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

NA, NA 

NA, NA 

5.640,5.640 

NANA 

5.640,5.640 


SD.SE 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

5.640 

NA 

5.640 


MIN, MAX 

NANA 

NA, NA 

NA, NA 

5.640,5.640 

NANA 

5.640,5.640 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

i 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

2983.340, 1542.200 

3402.790,3237.790 

3235.010,2406.610 

4.370.4.28! 

2.978,2.938 

3.674. 3.546 


SD.SE 

3611.6200,2553,8000 

1232.7800,711.7480 

2018.3200,902.6200 

1.1131,0.6427 

0.6113,0.3530 

1.1073,0.4521 


MEDIAN 

2983.340 

3596.320 

3590320 

4.000 

2.849 

3.567 


MIN, MAX 

429.535,5537.141 

2084.686, 4527.359 

429.535,5537.141 

3.489,5,621 

2.442, 3.644 

2.442,5.621 


5%, 95% 

429.535,5537.140 

2084.690, 4527.360 

429.535,5537.140 

3.489,5.621 

2.442, 3.644 

2.442, 5.621 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOOR APHIC CHARACTERISTIC: RACE 

(Page 165 of?) 


Lab: INBIFO 

BioniarVer. Total Cotinine (ug/24hr) 

TiitiebOint: Overall' 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Ameii can/Black. 

N 

0 

0 

0 

i 

0 

i 


MEAN. GEO MEAN 

NANA 

NANA 

NANA 

5.595,5.595 

NANA 

5.595, 5.595 


SD.SE 

NANA 

NANA 

NANA 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

5.595 

NA 

5.595 


MIN, MAX 

NA NA 

NANA 

NANA 

5.595,5.595 

NA, NA 

5.595,5.595 


5*, 95% 

NA NA 

NANA 

NANA 

NANA 

NA NA 

NA NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

3472.180,2602.110 

3885.320.3741.600 

3678.750,3120.270 

3.849.3.803 

4.031.3.734 

3.953,3.763 


SD, SE 

2450.3600, 1414.7100 

1252.6800,723.2350 

1755.1600,7165410 

07540,0.4353 

1.7497,0.8748 

1.3151,0.4971 


MEDIAN 

4073.680 

3997.000 

4035.340 

3566 

3.983 

3566 


MIN, MAX 

777.076.5565.770 

2580.540,5078.420 

777.076,5565.770 

3.278,4.704 

2^61,5.895 

2.261, 5.895 


5%, 95% 

777.076,5565.770 

2580540,5078,420 

777.076,5565,770 

3.278,4.704 

2.261,5.895 

2.261,5.895 


’ Overall values calculated by first averaging the results across visits wilLiu a subject then calculating the descriptive statistics across subjeets. Count of BLQ values does not apply re the BLQ values were converted to the upper limit of (he 
BLQ (e.g.,'<1.234' will he used as T.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 166 of?) 


Lab: INBIFO 

Biomarken Free Coiinine (nmo1/24hr) 
Timeporot: Week 1_ 


Characteristic _ Statistic _Male 


Smoke is _ __ Non-Smokers _ 

Female _ Overall _|_ Male _Female_Overall 


African American/Black 

N 

0 

0 


MEAN, GEO MEAN 

NANA 

NA, NA 


SD.SE 

NANA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NANA 

NANA 


5%. 95% 

NA, NA 

NANA 


BLQ Valdes Included 

NA 

NA 

Caucasian 

N 

3 

3 


MEAN, GEO MEAN 

7447.930,6580.250 

8784.550, 8271.040 


SD,SE 

3854.3400,2225.3100 

3413.1500, 1970.5800 


MEDIAN 

8796.400 

9681.650 


MIN, MAX 

3100.528, 10446.873 

5012.448,11659.550 


5%, 95% 

3100.530,10446.900 

5012.450, 11659.600 


BLQ Values Included 

0 

0 


0 

1 

0 

1 

NANA 

9.300,9.300 

NA NA 

9.300,9.300 

NANA 

NA NA 

NANA 

NA, NA 

NA 

9.300 

NA 

9.300 

NANA 

9,300,9-300 

NA NA 

9.300.9.300 

NANA 

NANA 

NANA 

NANA 

1 

NA 

1 

NA 

6 

3 

3 

6 

8116.240.7377.370 

12.903.9.308 

6.909,6.393 

9.906, 7.714 

3337.3900, 1362.4800 

12.9278.7.4638 

3.1153, 1.7986 

9.0284, 3.6858 

9239.020 

6.324 

7.062 

6.693 

3100.528,11659.550 

4588,27.797 

3.720,9.945 

3.720,27.797 

3100.530, 11659.600 

4588, 27.797 

3.72a 9.945 

3.720,27.797 

0 

2 

3 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 167 of?) 



Lab: INB1FO 

Biomarken Free Cotinioe (nmol/24hr) 
Timepoint: Week 2 _ 


Characteristic 



Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

8.525, 8.525 

NANA 

8525, S.52S 


SO, SE 

NANA 

NA, NA 

NA. NA 

NA.NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

8.525 

NA 

8.525 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

8.525,8.525 

NA, NA 

8.525, 8.525 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA. NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

' 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

6966.870,6705.080 

10347.600,9953.410 

8657.220, 8169.360 

6.469, 6.247 

7.374,6,742 

6.986,6.525 


SD, SE 

2243.0800, 1295.0400 

3472.8300,2005.0400 

3203.9800,1308.0200 

2.1835,1.2607 

3.1581,15791 

2.6097,0,9864 


MEDIAN 

7302.800 

10102.000 

8162.920 

5.208 

7.867 

6.820 


MIN, MAX 

4574.775,9023.046 

7004.052,13936.670 

4574.775, 13936.670 

5.208, 8.990 

3.224, 10.540 

3.224, 10.540 


5%, 95% 

4574.780,9023.050 

7004.050,13936.700 

4574.780,13936.700 

5208, 8.990 

3224. 10-540 

3224,10-540 


BI Q V alucs Tncl uded 

0 

0 

0 

3 

4 

7 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 168 of?) 


Lab; 1NBIFO 

Biomaxken Free Cotinine (nmot/24hr) 

TimfDomt Week 3 . . .. . -----— 

Chararterislic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

3 

4 

7 


MEAN, GEO MEAN 

7079.080,5030.830 

7500310,7079.280 

7331.940,6175.170 

6.989,6.847 

6.053,5.664 

6.454,6.143 


SD.SE 

70433200.4980.3800 

2979.9000,1720.4500 

4110.3900,1838.2200 

1.7802,1.0278 

26989,1.3494 

2.2246,0.8408 


MEDIAN 

7079.080 

7564.870 

7564.870 

6.398 

5.193 

5.828 


MIN, MAX 

2098.704. 12059,465 

4488.944,10447.710 

2098.704,12059.465 

5,580,8.990 

3.906,9.920 

3.906,9.920 


5%, 95% 

2098.700,12059.500 

4488.940,10447.700 

2098,700,12059.500 

5.580,8.990 

3.906,9.920 

3.906,9.920 


BLQ Values Included 

0 

0 

0 

3 

4 

7 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMAR KERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 1® of 7) 


Lab: INB1FO 

Biomsrken Free Codnine (runoP24hr) 

Timepoint: Overall* 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

8.913,8.913 

NA, NA 

8.913,8.913 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

8.913 

NA 

8.913 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

8.913,8.913 

NA, NA 

8.913,8.913 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

7272.470,6507.890 

8877.540,8499.390 

8075,000.7437.280 

8.787,8.260 

6.885.6463 

7.700.7.180 


SD,SE 

3687.8300,2129.1700 

2928.4600,1690.7500 

3105.3600,1267.7600 

3.8729,2.2360 

2.5979, 1.2989 

3.0672,1.1593 


MEDIAN 

8049.600 

10394,400 

9222.000 

7.523 

7.165 

7.523 


MIN, MAX 

3258.000, 10309.800 

5501.810,10736.400 

3258.000, 10736.400 

5.704,13.134 

3.617.9.593 

3.617,13.134 


5%, 95% 

3258.000, 10509.800 

5501.810,10736,400 

3258.000, 10736 400 

5.704, 13.134 

3.617.9.593 

3.617,13.134 


* Overall values calculated by fiist averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply is the RLQ values were converted to the upper limit ofthe 
BLQ (e.g., '<1-234' will be used as '1.234 1 ) for (he averages across visits within a subject thus eliminaiig all BLQ values for the overall statistics. 


i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24 HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 170 Of?) 


Lab: INBIFO 

Biomarker: Free Cotinine (ugQ4hi) 


Timenoint: Week 1 ......—- 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Mate 

Female 

Overall 

African AraericaiVBIack 

N 

0 

0 

0 

! 

0 

i 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

1.639, 1.639 

NA, NA 

1.639, 1.639 


SD.SE 

NA.NA 

NA,NA 

NA, NA 

NA.NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

1.639 

NA 

1.639 


Mm, MAX 

NA,NA 

NA, NA 

NA.NA 

1.639,1.639 

NA.NA 

1.639, L639 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

1312.330,1159.440 

1547.840, 1457.360 

1430.080,1299.890 

Z273, 1.640 

1.217, 1.126 

1.745,1.359 


SD,SE 

679,1350,392,0990 

601.3970, 347.2170 

588.0490, 240.0700 

2.2762, 1,3153 

0.5490,0.3170 

1.5910,0.6495 


MEDIAN 

1549.930 

1703.910 

1627.920 

1.114 

1.244 

1.179 


MIN, MAX 

546.313,1840.739 

883.193,2054.413 

546.313,2054.413 

0.808,4.898 

0.655.1.752 

0.655,4.898 


5®, 95% 

546.313,1840.740 

883.193. 2054.410 

546l313. 2054.4(0 

0.803.4.898 

0.655.1.752 

0.655,4.898 


BLQ Values Included 

0 

0 

0 

2 

3 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OP EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 171 of?) 


Lab: INBIFO 

Biomarker Fite Coliaine (ug*24hr) 
Tiroepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Siaiisiic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Anterican/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

1.5D2,1.502 

NA, NA 

1.502. 1.502 


SD,SE 

NA NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

1.502 

NA 

1.502 


MIN, MAX 

NA, NA 

NANA 

NANA 

1.502,1.502 

NA, NA 

1.502,1.502 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

1227-560,1181.440 

1823.240, 1753.790 

1525.400, 1439.440 

1.140, 1.101 

1.299, 1.188 

1.231,1.150 


SD.SE 

395.2310,225.1870 

611.9120,353.2880 

564.5420,230.4730 

0.3845,0.2220 

0.5563,0,2782 

0.4597,0.1737 


MEDIAN 

1286.750 

1779-970 

1438.310 

0.918 

1.386 

1.202 


MIN, MAX 

806.075,1589.861 

1234.114,2455.641 

806.075, 2435.641 

0.9 IS, 1.584 

0.568, 1.857 

0568, 1.857 


5%, 95% 

806.075, 1589.860 

1234.110,2455.640 

806.075,2455.640 

0.918, 1.584 

0.568, 1.857 

0568, 1.857 


BLQ Vallies Included 

0 

0 

0 

3 

4 

7 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 172 of?) 


Lab: INBIFO 

Biomarkei: Free Cotinine (ug/24hr) 



-c- 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN. GEO MEAN 
SD, SE 

MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

2 

1247.340, 886.433 
1241.0300,877.5430 
1247.340 

369.792, 2124,878 
369.792,2124.880 

0 

3 

1321.590. 1247.370 
525.0590.303.1430 
1332.930 

790.952,1840.887 
790.952, 1840.890 

0 

5 

1291.890, 1088.070 
724.2500,323.8950 
1332.930 

369.792,2124.878 

369.792,2124.880 

0 

3 

1.231.1.206 
0.3138.0.1812 

1.127 

0.983,1.584 

0.983,1.584 

3 

4 

1.067,0.998 

0.4756,0.2378 

0.915 

0.688, 1.748 

0.688, 1.748 

4 

7 

1.137, 1.082 
0.3920,0.1482 

1.027 

0.688,1.748 

0.688, 1.748 

7 
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table 14 . 4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pay 17! of 1) 


Lab: IN6IFO 

Bkunarker. Free Cotinine (ug/24hr) 

Timeooint: Overall' 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/ Black. 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA NA 

NA NA 

NA, NA 

1.571,1.571 

NA, NA 

1,571, 1.571 


SD,SE 

NA NA 

NA NA 

NA, NA 

NANA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

1.571 

NA 

1.571 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

1.571, 1.571 

NANA 

1571,1.571 


5%, 95% 

NANA 

NA NA 

NANA 

NA, NA 

NA, NA 

NA.NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

1281.410.1146.690 

1564.220,1497390 

1422.820,1310.450 

1548,1.455 

1.213,1.139 

1.357, 1.265 


SD,SE 

649.7970,375.1610 

515.9960,297.9100 

547.1660,223.3790 

0.6824,0.3940 

0.4578,0.2289 

0.5404,0.2043 


MEDIAN 

1418340 

1831.490 

1624.920 

1.325 

1.253 

1.325 


MIN, MAX 

574.060, 1851.830 

969.420, 1891.760 

574.060,1891.760 

1.005,2,314 

0.637,1.690 

0.637, Z314 


5%, 95% 

574.060, 1851.830 

969.420,1891.760 

574.060,1891.760 

1.005,2.314 

0.637,1.690 

0.637,2.314 


Overall values calculated by tint averaging the results across visits within a subject, then calculating tlv descriptive statistics across subjects. Court of BLQ values does not apply as the BLQ values were convened to the upper limit of tlx 
BLQie.g.. '<1.234' will be used as '1.2341 for the averages across visits within a subject thus elirainatlg all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 174 of?) 


Lab: INBIFO 

Biomarken Total 3-hydronycotinine (nmol/24hr) 
Tinifpoint: Week I _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

5 

3 

6 

2 

3 

5 


MEAN, GEO MEAN 

24791.600.21723.300 

41612.400,39914.900 

33202000, 29446.300 

42241, 38.693 

6252R. 42.850 

54.413,41.136 


SD,SE 

15099.3000, 8717.5600 

15356.3000.8865.9600 

16444.000ft 6713.2200 

23.9631, 16.9445 

62.2237.35.9249 

46.9354,20.9901 


MEDIAN 

21746.200 

34072600 

32778.000 

42.241 

39.779 

39.779 


MIN, MAX 

11447.120,41181.385 

31483.480,5928 U20 

11447.120,59281.220 

25.296,59.185 

14.880, 132925 

14.880,132.925 


546,95% 

11447.100, 41181.400 

31483,300,59281.200 

11447.100,59281200 

25.296,59.185 

14.880, 131925 

14.8SO, 132.925 


BLQ Values Included 

0 

0 

0 

1 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 175 of?) 


Lab: INB1FO 

Bioraarken Total 3-hydroxycotin'me (ninot/24hr) 

Timenomt: Week 2 

Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


Caucasian 

N 

3 

3 

6 

3 

2 

5 



MEAN, GEO MEAN 

24166.900,21982.600 

45347.300,39977.300 

34757.100,29644.700 

42.39J, 37.499 

24,273,21.442 

35.146,29.986 



SD.SE 

13076.3000,7549.6200 

28769.8000,16610.2000 

23109.7000,9434.5000 

25.3989,14.6640 

16.0895, 11.3770 

22.0406,9.8569 



MEDIAN 

19995.700 

33423.900 

28940,000 

35.960 

24.273 

35.650 



MIN, MAX 

13685.048, 38819.979 

24456.168,78161.850 

13685.048,78161.850 

20.832, 70.392 

12*896,35.650 

12.896,70.392 



5%, 95% 

13685.000,38820.000 

24456.200.78161.900 

13685.000,78161.900 

20.832,70.392 

11896, 35.650 

11896,70.392 



BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 176 of?) 


Lab: 1NBIFO 


Biomarfcer Total 3-hydroxycotimne (omol/24hr) 
Time point: Week 3 _ 


Characteristic 



Smote rs 



Non-Smoke is 


— 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


Caucasian 

N 

MEAN, GEO MEAN 
SD, SB 
MEDIAN 

MIN, MAX 

5 %, 95 % 

BLQ Values Included 

2 

14960.900, 11909.700 
12805.2000,9054.6400 
14960.900 

5906.262,24015.545 
5906.260,24015.500 

0 

3 

33116.000.25344.500 
30639.5000,17689.7000 
16042.200 

14817.346,68488.280 
14817.300,68488.300 

0 

5 

25853.900,18736.600 
24683.3000,11038.7000 
16041200 

5906.262,68488.280 
5906.260, 68486.300 

0 

3 

27.958, 27.387 
7.1207,4.1111 

25.594 

22.320.35.960 

22.320.35.960 

3 

2 

27.651 24.899 
17.0101120280 
27.652 

15.624,39.680 

15.624,39.680 

2 

5 

27.836, 26,364 
9.8852, 4.4208 
25.594 

15.624,39.680 
15.624, 39.680 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 177 or?) 



Lab: INB1FO 

Biomarkcr Total 3-hydrcwycotinine (nmoV24hr) 

Timepoint: Overall" 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN. GEO MEAN 

24088.700,20855.600 

40025.200,35643.800 

32057.000,27264.900 

36.833,34,881 

61.921,41.943 

49.377,38.249 


SD.SE 

14945.9000,8629.0000 

24816.8000.14328.0000 

20295.1000, 8285.4600 

14.4738,8.3564 

62.6422,36.1665 

42,9212, 17.5225 


MEDIAN 

21919.200 

26983.200 

25716.000 

35.960 

38.370 

37.165 


MIN, MAX 

10346.100,40000.700 

24448,700, 68643.800 

10346.100, 68643.800 

22.816,51.724 

14.467, 132.925 

14.467,132.925 


5%, 95% 

10346.100,40000.700 

24448.700, 68643.800 

10346.100,68643.800 

22.816,51,724 

14.467,132.925 

14.467,132.925 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.234-') for the averages across visits within a subject thus elinriuatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 178 of?) 


Lab: TNBIFO 

Biomarker; Total 3-hydroxycotinine (ug/24hr) 
Time point: Week 1 __ 





Smokers 



Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN. MAX 

5%, 95% 

BLQ Values Included 

3 

4764.940,4175.230 
2902.0800, 1675.5100 
4179.610 

2200.136,7915.062 

2200.140,7915.060 

0 

3 

7997.910,7671.640 
2951.4800,1704.0400 
6548.750 

6051.125,11393.850 
6051.130,11393.900 

0 

6 

6381.420,5659.580 
3160.5300,1290.2800 
6299.940 

2200.136,11393.850 
2200.140, 11393.900 

0 

2 

8.119,7.437 

4.6054,3.256J 

8.119 

4.862, 11.375 

4.862, 11.375 

1 

3 

12.018, 8.236 
11.9592, 6.9046 

7.646 

2,860,25.548 

2.S60,25.543 

2 

5 

10.458.7.907 
9.0208.4.0342 

7.646 

1860,25.548 

2860, 25.548 

3 


i 
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PM3003537759 




TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT POR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 179 of 7) 


I air 1NB1FO 

Eiomarken Total 3-hydroiycotinine (ugf24hr) 
Timepoinl: Week 2 _ 


Characteristic 

Statistic 


Smote is 



Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 


Caucasian 

N 

3 

3 

6 

3 

2 

5 



MEAN, GEO MEAN 

4644.880, 4225.060 

R715.750, 7683,640 

6680.320. 5697.710 

8.148,7.208 

4.666.4.121 

6755.5.764 



SD.SE 

2513.2700,1451.0400 

5529.5500,3192,4900 

4441,6900,1813.3100 

4.8814,2.8183 

3.0922,2.1865 

4.2360,1.8944 



MEDIAN 

3843.180 

6424.070 

5562.270 

6912 

4.666 

6.852 



MIN, MAX 

2630.266,7461.200 

4700.475,15022.708 

2630.266, 15021708 

4,004,13*529 

1479, 6852 

2479, 13.529 



5*, 95% 

2630.270,7461.20D 

4700.480,15022.700 

2630.270,15022.700 

4.004,13.529 

2.479,6.852 

2479,13,529 



BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 180 of?) 


Lab: INB1FO 

Biomaricei: Total 3-hydtwycotmine (ug/24hr) 


Characteristic 



Smoke is 



Neat-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


Caucasian 

N 

2 

3 

5 

3 

2 

5 



MEAN. GEO MEAN 

2875.490,2289.050 

6364.890,4371.210 

4969.130,3601.180 

5.374, S.264 

5.315,4.785 

5.350,5.067 



SD.SE 

2461.1600,1740.3000 

5888.9000,3399.9600 

4744.11M0,2121.6400 

1.3689,0.7903 

3.2690,2.3115 

1.8999, 0.8496 



MEDIAN 

2875.490 

3083.320 

3083.320 

4.919 

5.315 

4.919 



MIN, MAX 

1135.184,4615.788 

2847.594, 13163,447 

1135.184, 13163.447 

4.290,6.912 

3.003,7.626 

3.003,7.626 



5 %, 95% 

1135.180,4615.790 

2847.890, 13163.400 

1135.180,13163.400 

4.290,6.912 

3.003,7.626 

3.003, 7.626 



BLQ Values Included 

0 

0 

0 

3 

2 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page *81 of?) 


Lab: INBIFO 


Biomarker Total 3-hydrosycotinine (ug/24hr) 
Tiroeaoint: Overall' _ 





Smokers 



Non-Smokere 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

4629.840.4008.450 

7692.840,6850.720 

6161.340, 5240.300 

7.079,6.704 

11.901,8.062 

9.490,7.352 


SD,SE 

2872-5900,1658.4900 

4769.7600,2753.8200 

3900.7100,1592.4600 

2,7818,1.6061 

12.0395,6.9510 

8.2493,3.3678 


MEDIAN 

4212.860 

5186.170 

4942.610 

6:912 

7.375 

7.144 


MIN, MAX 

1988.530,7688.130 

4699.040, 13193.300 

1988.530, 13193.300 

4.385,9.941 

2.781,25-548 

2.781,25.548 


5 %, 95 % 

1988.530,7688.130 

4699.040, 13193.300 

1988.530,13193.300 

4.385,9.941 

2.781,25-548 

2.781,25.548 


’ Overall values calculied by firct averaging the results across visits within a suhject, then calculating the descriptive statistics across subjects. Count of BUJ values does nor apply as the BIX) values were converted to the upper limit of the 
BLQle.g.,'<1.234 will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 182of?) 


Lab: INBIFO 

Biomarken Free 3-hydraxycotinine (nmo]/24hr) 
Timepoint: Week 1 _ 


Characteristic 

Statistic 

Male 

Smokers 



Non-Smokers 


African American/Black 

N 

0 

0 

0 


Female 

Overall 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

31.800,31.800 

NA, NA 

31.800, 31.800 


SO, SE 

NA.NA 

NA. NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

31.800 

NA 

31.800 


MJN.MAX 

NA,NA 

NA, NA 

NA, NA 

31.800,31.800 

NA, NA 

31.800,31.800 


5%, 95% 

NA* NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

o 

Caucasian 

N 

3 

3 

6 

3 




MEAN, GEO MEAN 21069.900,18521.300 

33503-700.32205.900 

27286.800, 24423.200 

20.929, 16.271 

31.839,22.520 

27.163, 19.592 


SD, SE 1274Z3000,7356.7600 

12057.0000,6961.1100 

13018.2000,5314.6700 

18.6740, 10.7815 

24.8055, 12.4027 

21.3986, S.0879 


MEDIAN 

18354.800 

27146.300 

26551.000 

11.628 

32.462 

15 719 


MIN, MAX 

9903.928,34950,84$ 

25955.790, 47408.910 

9903.928,47408.910 

8.732,42.427 

5.880,56.550 

5.880,56.550 


5%, 95% 1 

BLQ Values Included 

9903.930, 34950.800 

0 

25955.800, 47408.900 

0 

9903.930,47408.900 

0 

8.732,42.427 

0 

5.880,56.550 

0 

5.880,56550 

0 
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PM3003537763 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

<Page 183 of?) 


Lab: INBIFO 

Biomarken Free 3-hydroxycotinine (nmol/24hr) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blaclc 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

47,850, 47.850 

NANA 

47,850, 47.850 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

47.850 

NA 

47,850 


MIN, MAX 

NANA 

NA, NA 

NA, NA 

47.850,47.850 

NANA 

47.850, 47.850 


5%, 95* 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

2 

4 

6 


MEAN, GEO MEAN 

18485.500,16208.500 

39076.000, 34277.600 

28780.800,23570.900 

28.644,22.502 

20.636,19.147 

23.305,20.206 


SD.SE 

11611.4000,6703.8700 

25209.9000. 14554.9000 

20864.7000,8517.9700 

25.0655, 17.7240 

8.8182,4.4091 

13.7628,5.6186 


MEDIAN 

14936.900 

28809.600 

24714.300 

28.644 

20.185 

20.185 


MIN, MAX 

9062.439,31457.230 

20619.126, 67799.170 

9062.489,67799.170 

10.920, 46.368 

10.712,31.460 

10.712,46.368 


5 %, 95 % 

9062.490, 31457.200 

20619.100, 67799.200 

9062.490,67799.200 

10.920, 46.368 

10.712,31.460 

10.712,46.368 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 184of?) 


Lab: 1NBIFO 

Bioroarken Free 3-hydroxycotinine (nmol/24hr) 
Timepoint: Week 3 _ 


Smokers _ ____ Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American'Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA. NA 

NA, NA 

NA, NA 

36.375,36.375 

NA, NA 

36.375,36.375 


SD,SE 

NA.NA 

NA.NA 

NA.NA 

NA.NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

36.375 

NA 

36.375 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

36.375,36.375 

NA, NA 

36.375,36.375 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

2 

3 

5 

, 

3 

4 


MEAN, GEO MEAN 

12276.900, 10259.200 

26289.300,21251.100 

20684.400,15880.900 

14.448, 14.448 

19.817, 17.623 

18.475.16.769 


SD.SE 

9536.4300,6743.2700 

21906.0000,12647.4000 

17932.5000, 8019.6800 

NA.NA 

11.2455,6.4926 

9.5662,4.7831 


MEDIAN 

12276.900 

13910.500 

13910.500 

14.448 

18.228 

16.338 


MIN, MAX 

5533.662, 19020.205 

13375.150,51582.300 

5533.662,5158Z30O 

14.448,14.448 

9.450, 31.772 

9.450,31.772 


5%, 95% 

5533.660,19020.200 

13375.200,51582.300 

5533.660, 5I5S2.300 

NA, NA 

9.450,31.772 

9.450,31.772 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 185 of?) 


Lab: 1NBIFO 

Biomarkec Free 3-hydrojtycotinine (nmoF24hr) 
Timepoint: Overall' _ 


Characteristic 



Smokcre 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

38.675,38.675 

NA, NA 

38.675,38.675 


SD.SE 

NANA. 

NA NA 

NANA 

NANA 

NA NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

38.675 

NA 

38.675 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

38.675, 38.675 

NA NA 

38.675, 38.675 


5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

NANA 

NA.NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

19602.700,16784.400 

32956.300,29610300 

26279.500,22293.300 

18.140, 15.019 

23.819,20.460 

21.385,17.921 


SD, SE 

12658.3000,7308.2900 

19636,8000, 11337.3000 

15487.3000, 6730.9100 

14.1509, 8.1700 

13.4686,6.7343 

12.9100,4.8795 


MEDIAN 

17437.300 

22713.500 

21636.100 

11.274 

24.725 

16.485 


MIN, MAX 

8166.690,33204.000 

20558.600,55596.600 

8166,690,55596.800 

8.732, 34.414 

8.661,37.147 

8.681, 37.147 


5%, 95% 

8166.690,33204.000 

20558.600,55596.800 

8166,690,55596.800 

8.732,34.414 

8.681,37.147 

8.681, 37.147 


Overall values calculated by first averaging the results across visits within a subject, then calculating (he descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ(e.g„ '<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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PM3003537766 


TABLE 14.4-S 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 186 of?) 


Lai: INBIFO 

Biomarken Free 3 -hydroxyccxinine (ug/24hr) 
Timepoini: Week 1 _ 


Characteristic 



Smokers 



Noi-Smokets 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/BIadc 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

NA, NA 

NANA 

6.112,6.112 

NA, NA 

6.112,6.112 


SD.SE 

NANA 

NA.NA 

NANA 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

6.112 

NA 

6.112 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

6.112,6.112 

NA NA 

6.112,6.112 


5%, 959b 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

4049.630.3559.800 

6439.400.6189.970 

5244520. 4694.150 

4.022,3.127 

6.119,4.328 

5.221,3.765 


SD.SE 

2449.0700. 1413.9700 

2317.3600. 1337.9300 

2502.1100,1021.4800 

3.5890,2.0721 

4.7677,2.3838 

4.1128, 1.5545 


MEDIAN 

3527.800 

5217.520 

5103.110 

2.235 

6.239 

3.021 


MIN, MAX 

1903 533,6717.551 

4958.703,9111.993 

1903535,9111.993 

1.678,8.154 

1.130,10.869 

1.130,10,869 


5%, 95% 

1903.540, 6717.SS0 

498S.700,9111.990 

1903.540.9111,990 

1.678, 8.154 

1.130,10.S69 

1.130,10.869 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14,4*8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 187 of?) 


Lab: INBIFO 

Biomarken Free 3-hydroxycotinine (ug(24hr) 

Timepoim: Week 2 

Charact eristic 



Smokers 



Non-Smoken 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 


o 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

9.197,9.197 

NA, NA 

9.197,9.197 


SD. SE 

NANA 

NA, NA 

NA, NA 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

9.197 

NA 

9.197 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

9.197,9.197 

NANA 

9.197,9.197 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

2 

4 

6 


MEAN, GEO MEAN 

3552,920,3115.270 

7510.400, 6588.160 

5531 660,4530.330 

5.506, 4.325 

3.966,3.680 

4.479, 3.884 


SD, SB 

2231.7200,1288.4800 

4845.3400, 2797.4600 

4010.1900,1637.1500 

4.8175.3.4065 

1.6950,0.8475 

2.6453, 1.0799 


MEDIAN 

2870.880 

5537.200 

4750.100 

5.506 

3.880 

3.880 


MIN, MAX 

1741.810,6046.080 

3962.996, 13031.000 

1741.810,13031.000 

2,099,8.912 

2.059,6.047 

2.059,8.912 


5%, 95% 

1741.810,6046.080 

3963.000, 13031.000 

1741.810,13031.000 

2.099, 8.912 

2.059,6.047 

2.059,8.912 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OP EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC-. RACE 

(Page 1SS of?) 


Lab: INBIFO 

Biomarker Free 3-hydroxycocinine (rag/24hr) 
Timepoin;: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blaclc 

N 

0 

0 

0 

1 

0 

i 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

6.991,6.99! 

NA, NA 

6.991,6.991 


SD.SE 

NA.NA 

NA. NA 

NANA 

NA NA 

NA. NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

6.991 

NA 

6.991 


MIN, MAX 

NA.NA 

NA, NA 

NA NA 

6.991,6.991 

NA.NA 

6.991, 6.991 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

2 

3 

5 

1 

3 

4 


MEAN, GEO MEAN 

2359.630, 1971.820 

5052,810.4084.460 

3975.540,3052.300 

2.777,2.777 

3.809.3.387 

3.551,3.223 


SD.SE 

1832.9000,1296.0600 

4210.3300,2430.8400 

3446.6400,1541.3800 

NA, NA 

2.1618,1.2481 

1.8389,0.9195 


MEDIAN 

2359.630 

2673.600 

2673600 

2.777 

3503 

3.140 


MIN, MAX 

1063.570,3655.683 

2570.704,9914.118 

1063.570,9914.118 

2.777,2.777 

1.816,6.107 

1.816, 6.107 


5%, 95% 

1063.570,3655.680 

2570.700,9914.120 

1063.570,9914.120 

NA, NA 

1.816, 6.107 

1.816,6.107 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 189 of?) 


Lab: INBIFO 

Biomarker: Free 3-hydroiycodnine (ug/24hr) 
Titnepoinl: Overall' _ 


Characteristic 

Statistic 


Smokers 



Noa-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blacfc 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

7.433,7.433 

NA, NA 

7.433,7.433 


SD.SE 

NANA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

7.433 

NA 

7.433 


MIN. MAX 

NA.NA 

NA, NA 

NANA 

7.433,7.433 

NA.NA 

7.433,7.433 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

3767.640,3223.960 

6334.200,5691.100 

5050.920,4284.770 

3.486, 2.887 

4.578, 3.932 

4.110,3.444 


SD.SE 

2432.9400, 1404.6600 

3774.1900,2179.0300 

3168.8600,1293.6800 

2.7197, 15702 

2.5891.12946 

2.4815,0.9379 


MEDIAN 

3351.450 

4365.540 

4158,460 

1167 

4.752 

3.168 


MIN, MAX 

1569.640,6381.820 

3951.370, 10685.700 

1569.640, 10685.700 

1.678,6.614 

1.668,7.140 

1.668,7.140 


5%y 95% 

1569.640,6381.820 

3951.370, 10685.700 

1569.640, 10685.700 

1.678, 6.614 

1.668,7,140 

1.668,7.140 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating Pie descriptive statistics arrow subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.2341 for the averages across visits within a subject thus elitninatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 190 of?) 


Lab: INBIFO 

Biomarker Total Nicotine (nmol/mg Creatin) 
Timepoim: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/BIack 

N 

0 

0 

0 

i 

0 

1 


MEAN. GEO MEAN 

NA.NA 

NA. NA 

NA.NA 

0.015,0.015 

NA, NA 

0,015,0,015 


SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.015 

NA 

0.015 


MIN, MAX 

NA.NA 

NA, NA 

NA.NA 

0.015,0.015 

NA, NA 

0.015,0.015 


5%, 95*. 

NA, NA 

NA, NA 

NA NA 

NANA 

NA NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

i 

NA 

1 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

11.833,10.243 

6.930,6.137 

9.381,7.928 

NA, NA 

0.029,0.027 

0.029,0.027 


SD.SE 

6.6791,3.8562 

3.5278,2.0368 

5.4803,2.2373 

NA NA 

0.0141,0.0100 

0.0141,0,0100 


MEDIAN 

13.088 

8.454 

8.947 

NA 

0,029 

0.029 


MIN, MAX 

4.615,17.795 

2.896,9.439 

2.896,17.795 

NA, NA 

0.019,0.039 

0.019,0.039 


5%, 95% 

4.615, 17.795 

28969.439 

2.896, 17.795 

NA, NA 

0.019,0.039 

0.019, 0.039 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE [4.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag: 191 of?) 


Late 1NBIF0 

Bkmiarker; Total Nicotine (nmol/mg Creatin) 
Timepoinc: Week 2 _ 


Characteristic 



Smoke re 



Non-Smokcra 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA, NA 

NA. NA 

NA.NA 

0.016,0.016 

NA, NA 

0.016,0.016 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NANA 

NANA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

0.016 

NA 

0.016 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

0.016,0.016 

NA, NA 

0.016,0.016 


5%, 93% 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

1 

3 

4 


MEAN, GEO MEAN 

11,371, 10.429 

8.138,7.501 

9.755,8.845 

0.026,0.026 

0.038,0.037 

0.035,0.034 


SD.SE 

5.8605,3.3836 

3.5658,2.0587 

4.6862,1,9131 

NANA 

0.0093,0.0054 

0.0096,0.0048 


MEDIAN 

9.627 

9.321 

9.474 

0.026 

0.042 

0.035 


MIN,MAX 

6381,17.906 

4.131,10.962 

4.131,17.906 

0.026,0.026 

0.027,0.044 

0.026,0.044 


5%, 95% 

6318!, 17.906 

4.131, 10.962 

4.131, 17,906 

NANA 

0.027,0.044 

0.026,0.044 


BLQ Values Included 

0 

0 

0 

1 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 192 of?) 


Lab: INBIFO 

Biomarken Total Nicotine (nmol/mg Creatin) 
TimepoiiU: Week 3 _ 


Characteristic 



Smokers 



Non-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA NA 

NA, NA 

NA, NA 

0.016,0.016 

NA. NA 

0.016,0.016 


SD.SE 

NA NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

0.016 

NA 

0.016 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.016,0.016 

NA, NA 

0.016,0.016 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ V afoes Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

8.146,7.454 

8.716,8.167 

8.488, 7.874 

0.022,0.021 

0.022,0.021 

0.022,0.021 


SD.SE 

4.6457,3.2850 

4.0438,2.3347 

3.6972, 1.6534 

0,0062,0.0036 

0.0082,0.0047 

0.0065,0.0027 


MEDIAN 

8.146 

6.628 

6.628 

0.024 

0.024 

0.024 


MIN, MAX 

4.861,11.431 

6.143,13.377 

4.861,13.377 

0.015,0.027 

0.013, 0.029 

0.013,0,029 


5%, 95% 

4.861, 11.431 

6.143,13.377 

4.861,13.377 

0.015,0,027 

0.013, 0.029 

0.013,0.029 


BLQ Values Included 

0 

0 

0 

3 

3 

6 


i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 193 of?) 


Lak INBIFO 

Biomarken Total Nicotine (nmoVmg Creatin) 

TimeDOint: Overall’ 

Characteristic 



Smokers 



Non-Smoke ra 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

l 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA NA 

0.016,0.016 

NA, NA 

0.016, a016 


SD, SB 

NA NA 

NA NA 

NA NA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.016 

NA 

0.016 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

0.016,0.016 

NA, NA 

0.016,0.016 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

10.807,9.848 

7.928,7.381 

9.367,8.525 

0.022,0.022 

0.03a 0.030 

0.026, 0.026 


SD, SE 

5.2014, 3.0030 

3.4391, 1.9856 

4.2474, 1.7340 

0.0064,0.0037 

0.0047,0.0027 

0.0067,0,0027 


MEDIAN 

11.358 

8.134 

9.697 

0,025 

0.032 

0.026 


MIN, MAX 

5.352,15.711 

4.390, 11.259 

4.390,15.711 

0.015,0.027 

0.025,0.034 

0.015,0,034 


5%, 95% 

5.352, 15.711 

4.390,11.259 

4.390.15.71! 

0.015,0.027 

0.025,0.034 

0015.0.034 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values went converted to the upper Emit of the 
BLQ (e.g., *<1.234' will be used as *1.234') for the averages across visits within a subject thus elimiuatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 194of?) 


Lab: INBIFO 

Biomarker Total Nicotine (ugfaig Crearinin) 
Time point: Week 1_ 


Characteristic 


African American/Black 


Caucasian 


Smokers 


Noo*Smoker$ 


Statistic 

Male 

Female 

Overall 

Male 

Female 


N 

0 

0 

0 

l 

0 

1 

MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

0.002, 0.002 

NA, NA 

0.002,0.002 

SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

0.002 

NA 

0.002 

MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0,002,0.002 

NA, NA 

0.002,0.002 

5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

N 

3 

3 

6 

0 

2 

2 

MEAN, GEO MEAN 

1.919,1.662 

1.124,0.995 

1.522 1286 

NA, NA 

0.005,0,004 

0.005,0,004 

SD.SE 

1.0830,0.6252 

0-5720,0.3302 

O.S887,0.3628 

NA, NA 

0.0021,0.0015 

0.0021,0.0015 

MEDIAN 

2.123 

1.371 

1.451 

NA 

0-005 

0.005 

MIN, MAX 

0.749,2.886 

0.470,1.531 

0.470,2.886 

NA, NA 

0.003,0.006 

0.003,0.006 

5%, 95% 

0.749,2886 

0.470, 1,531 

0.470,2.886 

NA, NA 

0.003,0.006 

0.003,0.006 

BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 195 of?) 


Lab: INBIFO 

Biomarken Total Nicotine (ug/mg Crealinin) 
Tiroepoutt: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

0 

0 

l 

0 

1 



MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA. NA 

0.003,0.003 

NA. NA 

0003.0.003 



SD.SE 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

0.003 

NA 

0.003 



MIN, MAX 

NA, NA 

NA.NA 

NA, NA 

0.003,0.003 

NA.NA 

0.003,0.003 



5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 


Caucasian 

N 

3 

3 

6 

1 

3 

4 



MEAN, GEO MEAN 

1.844, 1.691 

1.320,1.217 

1.582,1.434 

0.004,0.004 

0.006,0.006 

0.006, 0.005 



SD.se 

0.9506,0.5489 

0.5784,0.3339 

0,7601,0.3103 

NA, NA 

0.0017,0.0010 

0.0017,0.0009 



MEDIAN 

1.561 

1.512 

1.537 

0.004 

0.007 

0.006 



MIN, MAX 

1.067,2.904 

0.670, 1.778 

0.670,2.904 

0.004,0.004 

0.004,0.007 

0.004,0.007 



5%, 95% 

1.067, 2.904 

0.670,1.778 

0.670,2.904 

NA, NA 

0.004,0.007 

0.004, 0.007 



BLQ Values Included 

0 

0 

0 

i 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 196 of?) 




Lab: INBIFO 

Biamarken Total Nicotbe (uglmg Creatinin) 
Timepoim: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

I 

0 

i 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

0,003.0.003 

NA, NA 

0.003,0.003 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.003 

NA 

0.003 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

NA, NA 

0.003,0.003 


5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

i 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

1.321,1,209 

1.414,1.324 

1,377, 1.277 

0.003,0.003 

0.004,0.003 

0.004, 0.003 


SD.SE 

0.7538,0.5330 

0.6562,0.3789 

0.5999,0.2683 

0.0012,0.0007 

0.0015,0.0009 

0.0012,0.0005 


MEDIAN 

1.321 

1.075 

1.075 

0004 

0.004 

0.004 


MIN, MAX 

0,788, LS54 

0996, 2.170 

0l78R 2.170 

0002,0004 

0.002, 0005 

0.002,0.005 


5%, 95% 

0.788 I.S54 

0.996,2.170 

07882.170 

0,002,0004 

0.002,0.005 

0.002,0.005 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 107 oil) 


Lab: INBIFO 

Biomarker Total Nicotine (ug/mg Crcatinin) 

Timepoim: Overall’ 

Characteristic 



Smoke re 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA.NA 

NA.NA 

NA, NA 

0.003,0.003 

NA.NA 

0.003,0.003 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

0,003 

NA 

0.003 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.003,0.003 

NA, NA 

0i003,0.003 


5%, 95% 

NA.NA 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

1.753, 1.597 

1.286, 1.197 

1.519,1.383 

0.003,0.003 

0.005,0.005 

0.004,0.004 


SD.SE 

0.8436,0,4870 

0.5577,0.3220 

0.6888,0.2812 

0.0012,0,0007 

0.0010,0.0006 

0.0013,0.0005 


MEDIAN 

1.842 

1.319 

1.573 

0.004 

0.005 

0.004 


MIN, MAX 

0.868, 2.548 

0.712,1.826 

0.712,2.548 

0.002,0.004 

0.004,0.006 

0.002,0.006 


5%, 95% 

0.868, 2.548 

0.712, 1.826 

0.712,2,548 

0.002,0.004 

0.004,0.006 

0.002, 0.006 


Overall values calculated by fust averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values wen- converted to the upper limit of the 
BLQ (e.g..'<1.234' will be used as ’1.234 1 ) for the averages across visits within a subject thus eliroinatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 198 of?) 


UbtlNBIFO 

Biomarken Free Nicotine (nmol/mg Crealin) 

Timcpoint: Week 1 _ 

__ Smokers __ 

--———Characteristic- - Statistic Male _ Female _ Overall ___Male 


African American/Black. 

N 

0 

0 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA,NA 

NA, NA 

0.004,0.004 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.004 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.004,0.004 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

Caucasian 

N 

3 

3 

6 

1 


MEAN, GEO MEAN 

9.355,8.398 

3.908,3.497 

6.631,5.419 

0.005,0.005 


SD.SB 

45544,2.6295 

1.9305,1.1146 

4.3231,1.7649 

NA,NA 


MEDIAN 

11.224 

4.646 

5.003 

0.005 


MIN, MAX 

4.163,12.677 

1.717,5.360 

1.717,12,677 

0.005,0.005 


S%, 95% 

4.163,12.677 

1.717,5.360 

1.717, 12.677 

NA, NA 


BLQ Values Included 

0 

0 

0 

1 


Non-Smokers 


Female 

Overall 

0 

1 

NA, NA 

0.004, 0.004 

NA, NA 

NA, NA 

NA 

0.004 

NA, NA 

0.004, 0.004 

NA, NA 

NA, NA 

NA 

1 

i 

2 

0.005. 0.005 

0.005, 0.005 

NA, NA 

0.0000,0.0000 

0.005 

0.005 

0.005,0.005 

0.005,0.005 

NA, NA 

0.005,0.005 

1 

2 


i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 199 of 7) 


Lab: INBfFO 

Biomarker: Free Nicotine (nmoVmg Creatin) 






Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

3 

7.655,6.831 

4.2280,2.4410 

7.258 

3.639, 12.067 

3.639,12.067 

0 

3 

5.173,4.551 

2.7852, 1.6080 

5.707 

2.159.7.652 

2.159.7.652 

0 

6 

6,414,5.576 

3.4787,1.4202 

6.483 

2.159, 12.067 

2.159, 12.067 

0 

0 

NA, NA 

NA.NA 

NA 

NA, NA 

NA, NA 

NA 

2 

0.008,0.006 

0.0064 0.0045 

0,008 

0.003,0.012 

0003,0.012 

2 

2 

0.008,0006 

0.0064, 0.0045 

0.008 

0.003,0.012 

0.003,0.012 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF' EXPOSURE BY TIMEPOINTFUR DEMOGRAPHIC CHAP-ACTERISTIC: RACE 

(Page 200 of 7) 


Lab: INBLFO 

Biomarker: Free Nicotine (nmol/mg Creatin) 

Timepoint: Week 3 

Characteristic 



Smoke it 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

2 

2 

4 


MEAN, GEO MEAN 

5.211,5.015 

5.608,5.258 

5.449,5,159 

0.0060.005 

0.006,0.005 

0.006, 0.005 


SD.SE 

2.0011. L4150 

2.5268, 1.4588 

2.0593,0.9210 

0.0021,0.0015 

0.0035,0.0025 

0.0024, 0.0012 


MEDIAN 

5.211 

4.773 

4.773 

0006 

0.006 

0.006 


MIN, MAX 

3.796, 6626 

3.605,8.447 

3.605,8.447 

0.004,0.007 

0003,0.008 

0003,0.008 


5%, 95% 

3,796 6.626 

3,605,8.447 

3,605, 8.447 

0.004,0.007 

0.003,0,008 

0.003,0.008 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 201 of!) 


Lab: 1NBIFO 

Biomarta: Free Nicotine (nmol/mg Creatin) 
Timcpoint: Overall’_ 


Characteristic 



S molten 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

, 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

0.004,0.004 

NA, NA 

0.004,0.004 


SD.SE 

NA, NA 

NA. NA 

NA, NA 

NA. NA 

NA.NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

0.004 

NA 

0.004 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.004,0.004 

NA, NA 

0.004,0.034 


5%, 93% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN. GEO MF.AN 

7.855,7.202 

4.896.4578 

6.376, 5.742 

0.005,0.005 

0.008,0.007 

0.007,0.006 


SD.SE 

3.5074,2.0250 

2.1454,1.2386 

3.0639, 1.2508 

0.0014,0.0010 

0.0040,0.0023 

0.0033,0.0015 


MEDIAN 

92241 

4.653 

5.903 

0.005 

0.008 

0-006 


MIN, MAX 

3.866, 10.457 

2883,7.153 

2.883,10.457 

0.004,0.006 

0004,0.012 

0.004,0.012 


5%, 95% 

3.866, 10.457 

2883,7.153 

2,883,10.457 

0.004,0.006 

0004,0.012 

0.004> 0.012 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the uppcrlimit of the 
BLQ (e.g., '<1.234' will he used as ’1.234 1 ) for the averages across visits within a subject thus efimmatig all BLQ values for the overall statistics. 


I 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 202 of 7) 


Lab: INBIFO 

Biomarker Free Nicotine (ugfag Creaiinin) 
Timepoint: Week 1 _ 


Characteristic 



Smokcis 



Non-Sraokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 


African Amen can/Black 

N 

0 

0 

0 

I 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

0.001,0.001 

NA, NA 

0.001, 0.001 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.001 

NA 

0.001 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

0.001,0.001 

NA, NA 

0.001.0.001 


5%, 95% 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

1 

1 

2 


MEAN, GEO MEAN 

1517,1.362 

0.634,0.567 

1.076,0.879 

0.001,0.001 

0.001,0.001 

0.001,0.001 


SD.SE 

0.7389,0.4266 

0.3133,0.1809 

0.7014.0.2863 

NA. NA 

NA, NA 

0,0000,0.0000 


MEDIAN 

1.S2I 

0.754 

0.812 

0.001 

0.001 

0.001 


MIN, MAX 

0.675,2.056 

0,278,0.869 

0.278,2.056 

0.001,0.001 

0.001,0.001 

0.001,0.001 


5%, 95 % 

0.675,2.056 

0.278,0.869 

0.278,2.056 

NA, NA 

NA, NA 

0.001,0.001 


BLQ Values Included 

0 

0 

0 

1 

1 

2 
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TABLE 14.4-6 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 203 of 7) 


Lab: INBIFO 

Biomarker. Free Nicotine (ug/mg Crealinin) 
Tirnepoim: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

1.241,1.108 

0.839,0.738 

1.040,0.904 

NA.NA 

0.001, NA 

0.001, NA 


SD.SE 

0.6858.03959 

0.4518,0.2609 

03642,0.2303 

NA.NA 

0.0014,0.0010 

0.0014,0.0010 


MEDIAN 

1.177 

0.926 

1.052 

NA 

0.001 

0.001 


MIN, MAX 

0.590, 1,957 

0.350, 1.241 

0.350, 1.957 

NA, NA 

0.000,0.002 

0.000,0.002 


5%, 95% 

0.590,1.957 

0.350,1.241 

0.350, 1.957 

NA, NA 

0.000,0.002 

0.000,0.002 


RLQ Values Included 

0 

0 

0 

NA 

1 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 204 of?) 


Lab: 1NBIFO 

Biomarker Free Nicotine (ug/mg Creatiain) 
Timepoint: Week 3 _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 


Caucasian 

N 

2 

3 

5 

2 

2 

4 


MEAN, GEO MEAN 

0.846,0.8L4 

0.910,0.853 

0.884,0.837 

0,001,0.001 

0,001, N A 

0.001, NA 


SD.SE 

0.3246,0.2295 

0.4097,0.2365 

0.3339,0.1493 

0.0000,0.0000 

0.0007,0.0005 

0.0005,0.0003 


MEDIAN 

0.846 

0.774 

0.774 

0.001 

0.001 

0.00 i 


MIN, MAX 

0.616,1.075 

0-585,1.370 

0.585,1.370 

0.001,0,001 

0.000.0.001 

0.000.0.001 


5%, 95% 

0.616,1.075 

0.585,1.370 

0.585,1.370 

0.001,0.001 

0.000,0.001 

0.000,0.001 


BLQ Values Included 

0 

0 

□ 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BYTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 203 of T) 


Lab: INBIFO 

Bicmarken Free Nicotine {ug/mg Creatinin) 
Timepoint: Overall*_ 


_ . . . . _ Smokers _ ____ Non-Smokers _ 

Characteristic_ Statistic _ Male _ Female _ Overall _ Male _Female_OveraH 


African American/Black 

N 

0 

0 

0 

1 

o 

1 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

0.001,0.001 

NA, NA 

0.001,0.001 


SD. SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

NA.NA 

NA, NA 

0.001,0.001 

NA. NA 

0.001,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN. GEO MEAN 

1.274,1.168 

0.794,0.742 

1.034,0.931 

0.001,0.001 

0.001, N A 

0.001, NA 


SD, SE 

0.5689.0.3285 

0.3481,0.2010 

0.4971,0.2029 

0.0000,0.0000 

0.0010,0.0006 

0.0007,0.0003 

j 

MEDIAN 

1.499 

0.755 

0.958 

0.001 

0.001 

0.001 

I 

MIN, MAX 

0.627,1.696 

0.467, 1.160 

0.467,1.696 

0.001,0.001 

0.000,0.002 

0.000.0.002 


5%, 95% 

0.627,1,696 

0.467, 1.160 

0.467,1.696 

0.001,0.001 

0.000,0.002 

0.000,0.002 


"^Overall values calculated by first averaging the results across visits wishin a subject, then calculating the descriptive statistics auuss subjects. Coum of BLQ values does noc apply as Ihe BLQ values were converted to the upper limit of ihe 
BLQ (e.g., '<1.234' will he used as ’1.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 206 of 7) 


Lab: INBIFO 

Biomarker Total Codnine (nmol/mg Creatin) 

Timepoint: Week I _ 

__ Smokers 

- Characteristic _ Statistic _Male_female _Overall 


Male 


Non-Smokers 

Female 


African American/Black N 

MEAN. GEO MEAN 
SD.SE 
MEDIAN 
MIN. MAX 
3*. 95% 

BLQ Values Included 


0 

0 

0 

NANA 

na,na 

NANA 

NANA 

NANA 

NA.NA 

NA 

NA 

NA 

NANA 

NANA 

NANA 

NANA 

NANA 

NANA 

NA 

NA 

NA 


1 

0 

0.013,0.013 

NANA 

NA. NA 

NANA 

0.013 

NA 

0.013,0.013 

NANA 

NANA 

NA, NA 

1 

NA 


Caucasian 

N 

3 


MEAN, GEO MEAN 

13.511,10.048 


SD.SE 

10,5711,6.1032 


MEDIAN 

12.992 


MIN, MAX 

3209,24.332 


5%, 95% 

1209, 24.332 


BLQ Values Included 

0 


3 

18.355,16.426 
8.9922,5.1917 
22.634 
8.022, 24.408 
8.022, 24.408 
0 


6 

15.933,12.847 
9.1696,3.7435 
17.813 

3.209,24.408 
3.209, 24.408 
0 


3 

0 . 011 , 0.010 

0.0057.0.0033 

0.009 

0.006,0.017 
0.006,0.017 
3 


2 

0.026, 0.024 
0.0120,0.0085 
0.026 

0.017,0.034 

0.017,0.034 

2 


Overall 


I 

0.013,0.013 
NA NA 
0.013 

0.013,0.013 
NA, NA 
1 

5 

0.017, 0.014 
0.0109,0.0049 
0.017 

0.006, 0.034 
0.006, 0.034 
5 
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TABLE 14.4-8 


DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEP0INT FOR 

(Page 207 of?) 



DEMOGRAPHIC CHARACTERISTIC: RACE 


Lab: INBIFO 


Biomarker: Total Cntinine (nmol/mg Crealin) 






Smokers 



Non-Smoke is 


Stall stic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

0 

0 

] 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

0.014,0.014 

NA, NA 

0.014,0.014 


SD.SB 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

0.014 

NA 

0.014 


MIN, MAX 

NA, NA 

NA, NA 

NA. NA 

0.014,0.014 

NA NA 

0.014,0.014 


5%, 95% 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 


Caucasian 

N 

MEAN, GEO MEAN 

3 

16.083, 14.140 

3 

18.664, 17.252 

6 

17.374, 15.619 

3 

0.014,0.013 

3 

0,023,0020 

6 

0.019,0.016 


SD.SE 

9.3691,5.4093 

8.6313,4.9833 

8.1799,3.3394 

0.0081,0.0047 

0.0145.0.0084 

0.0116,0,0047 


MEDIAN 

15.174 

18.349 

16,762 

0.013 

0.023 

0.018 


MIN. MAX 

7.201,25.873 

10.195,27.449 

7.201,27.449 

0,007,0.023 

0.009, 0.038 

0.007,0.038 


5%, 95% 

7.201,25.873 

10.195,27.449 

7.201,27.449 

0.007,0,023 

0.009,0.038 

0.007,0.038 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OP EXPOSURE BY H ME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 203 of 7 } 


Lab: INBIFO 

Biomarker: Total Cotinine (nmol/mg Creadn) 
Timepoinl: Week 3 _ 


Characteristic 



Smokos 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amen can/Black 

N 

0 

0 

0 

1 

0 



MEAN, GEO MEAN 

NA. NA 

NA. NA 

NA, NA 

0.014,0.014 

NA, NA 

0.014,0.014 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.014 

NA 

0.014 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.014,0.014 

NA, NA 

0.014,0.014 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

14.863,10.507 

17.379,15.650 

16.373,13.344 

0.019,0.018 

0.018,0.017 

0.019.0.018 


SD, SE 

14.8662,10-5120 

83251,4.9219 

9.6689,4.3241 

0.0053,0.0031 

0.0064,0.0037 

0.0053,0.0022 


MEDIAN 

14.863 

19.648 

19.648 

0.021 

0.021 

0.021 


MIN, MAX 

4.351,25.375 

7.949, 24.540 

4.351,25.375 

0.013,0.023 

0.011,0.023 

0.011,0.023 


5%, 95% 

4.351,25.375 

7.949, 24.540 

4.351,25.375 

0.013,0.023 

0.011,0.023 

0.011,0.023 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 209 of 7) 


Lab: INBIFO 

Biomarken Total Cotiuine (nmol/mg Crealin) 
Timepoini: Overall* _ 


Characteristic 



Smokers 



Non-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

0.014.0.014 

NA, NA 

0,014,0.014 


SD, SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.014 

NA 

0.014 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

0.014,0.014 

NA.NA 

0.014,0.014 


5<fc, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

14.732, 12.041 

18.133. 16.559 

16.432, 14.120 

0.015,0.014 

0.024.0.022 

0.020,0.018 


SD, SE 

10.1521,5.8613 

8.2106,4.7404 

8.4653, 3.4559 

0.0052,0.0030 

0.0083,0.0041 

0.0080,0.0030 


MEDIAN 

14.083 

21.841 

17.962 

0.018 

0.026 

0.018 


MIN, MAX 

4.920,25.193 

8.722, 23.835 

4.920, 25.193 

0.009,0.018 

0.012,0.030 

0.009,0.030 


5%, 95% 

4.920,25.193 

8.722, 23.835 

4.920,25.193 

0.009,0.018 

0.012,0.030 

0.009,0.030 


’ Overall values calculated hy first averaging the results across visits within a subject, then calculating the descriptive statistics across subject*. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 210 of?) 



Lab; 1NBIF0 

Biomarker Total Cotinine (tig/mg Creattnin) 


nmepoint: weeK i 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

! 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

0.001 0.002 

NA. NA 

0.002,0.002 


SD,SE 

NA, NA 

NANA 

NA, NA 

NA NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.002 

NA 

0.002 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.001 0.002 

NA, NA 

0.002.0.002 


5%, 95% 

NANA 

NA t NA 

NANA 

NA, NA 

NA, NA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

i 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

2.380,1.770 

3.234,1894 

2.807,1263 

0.002.0.002 

0.005,0.004 

0.003,0.003 


SD,SE 

1.8627,1.0754 

1.5848, 0.9150 

1.6159,0.6597 

0.0010,0.0006 

0.0021,0.0015 

0.0019, 0.0008 


MEDIAN 

1289 

3.985 

3.139 

0.002 

0.005 

0.003 


MIN, MAX 

0.565,4.287 

1.413,4.301 

0.565,4301 

0.001,0.003 

0.003, 0.006 

0.001.0.006 


5%, 95% 

0.565,4.287 

1.413.4301 

0.565.4.301 

0.001,0.003 

0.003,0.006 

0.001, 0.006 


BLQ Values Included 

0 

0 

0 

3 

2 

5 


| 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 211 of?) 


Lab: INBIFO 


Biomarker Total Cotinine {ug/mg Creatinin) 
Tiroepoiro: Week 2 _ 

_Characteristic_ 


African American/Black 


Caucasian 


Smokers__ _ Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

0 

0 

1 

0 

i 

MEAN. GEO MEAN 

NANA 

NA, NA 

NANA 

0.002,0.002 

NA, NA 

0,002 0.002 

SD.SE 

NA.NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

0.002 

NA 

0.002 

MIN, MAX 

NA. NA 

NA, NA 

NANA 

0.002,0.002 

NA, NA 

0.002,0.002 

59b, 95% 

NA, NA 

NA, NA 

NA NA 

NA NA 

NA, NA 

NA, NA 

BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

N 

3 

3 

6 

3 

3 

6 

MEAN, GEO MEAN 

2834,2.492 

3,289,3.040 

3.061,2752 

0.002,0,002 

0.004, 0.004 

0.003, 0.003 

SD, SE 

1.6508.0.9531 

U213,0.8783 

1,4415, 0.5885 

0.0015,0.0009 

0.0025,0,0015 

0.0022,0.0009 

MEDIAN 

2.674 

3.233 

2.954 

0.002 

0.004 

0.003 

MIN, MAX 

1.269,4.559 

1.796,4.837 

1.269,4.837 

0.001, 0.004 

0.002,0.007 

0.001.0.007 

5%, 95% 

1.269, 4.559 

1,796,4,837 

1.269, 4.837 

0.001.0.004 

0.002.0.007 

0.001,0.007 

BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 2l2of 7) 


Lab: INBIPO 

Biomarken Total Cotinine (ug/mg Crealinin) 
Timtpoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

NA.NA 

NA. NA 

0.002,0.002 

NANA 

0.001 0.002 


SD.SE 

NANA 

NA, NA 

NANA 

NA, NA 

NA NA 

NANA 


MEDIAN 

NA 

NA 

NA 

0.002 

NA 

0.002 


MIN, MAX 

NANA 

NANA 

NA, NA 

0.0010.002 

NANA 

0.002,0.002 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

t 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

2.619,1.S52 

3.062,2.758 

1885,1352 

0.003,0.003 

0,003,0.003 

0.003, 0.003 


SD.SE 

2.6191, 1,8520 

15019,0.8671 

1.7035,0.7618 

0.00110.0007 

0.00110.0007 

0.0010, 0.0004 


MEDIAN 

2.619 

3.462 

3.462 

0.004 

0.004 

0.004 


MIN, MAX 

0.767,4.471 

1.401,4.324 

0.767,4.471 

0.001 0.004 

0.001 0.004 

0.001 0.004 


5%, 95% 

0.767, 4.471 

1.401,4.324 

0.767,4.471 

0.001 0.004 

0.002,0.004 

0.002, 0.004 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 213 of?) 


Lair INBIFO 

Biom alien Total Cotinine {ugfing Crealinin) 

TimeDoint: Overall' ...... 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Mate 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN, GEO MEAN 

NA.NA 

NANA 

NA, NA 

0.002,0.002 

NA NA 

0.002, 0.002 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NANA 

NANA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

0.002 

NA 

0.002 


MIN, MAX 

NA,NA 

NA.NA 

NA NA 

0,002,0.002 

NA, NA 

0.002,0.002 


5%, 95% 

NANA 

NANA 

NA, NA 

NA, NA 

NANA 

NA, NA 

Caucasian. 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

2.596,2.122 

3.195, 2.918 

2.896.2.488 

0.002.0.002 

0.004,0,004 

0.003,0.003 


SD.SE 

1.7887, 1.0327 

1.4466,0.8352 

1.4915,0.6089 

0.0012,0.0007 

0.0017,0.0009 

0.0017,0.0006 


MEDIAN 

Z4S2 

3.848 

3.165 

0,003 

0.005 

0.003 


MIN, MAX 

0.867,4.439 

1.537,4.200 

0.867, 4,439 

0.001,0.003 

0.002,0.006 

0.001,0.006 


5%, 95% 

0.867,4.439 

1.537,4.200 

0.867,4,439 

0.001, 0.003 

0.002,0.006 

0.001,0.006 


' Overall values calculated by first averaging the results across visits within a subject, then calculating tlw descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ value* were converted to the upper Emil of the 
BLQ (e.g., '<1.234' will be used as T.234') for the average* across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BYTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 214 of D 


Lab; INBIFO 

Biomarker Free Cotinine (mnol/mg Creatin) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smoke rc 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

0.004,0.004 

NA, NA 

0.004,0.004 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.004 

NA 

0,004 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.004 0.004 

NA, NA 

0.004, 0.004 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

4.952,4.530 

7.459,6.305 

6206, 5.345 

0.007,0.006 

0.007,0.006 

0.007,0.006 


SD, SE 

2.3935,1.3819 

4.4571,2.5733 

3.4820, 1.4215 

0.0047,0.0027 

0.0029,0.0017 

0.0035,0.0014 


MEDIAN 

4.962 

8.305 

6.151 

0.005 

0.005 

0.005 


MIN, MAX 

2.553,7.340 

2.640,11.433 

2J53,11.433 

0.003,0.012 

0.005,0.010 

0.003,0.012 


5%, 95% 

2^53, 7.340 

2.640, 11.433 

2J53, 11.433 

0003,0012 

0.005. 0.010 

0.003, 0012 


BLQ Valias Included 

0 

0 

0 

2 

3 

5 
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TABU: 14.4-8 

DESCRIPTIVE STATISTICS OF 24-110UR URINE BIOMARKERS OF EXPOSURE BYTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 215 of ?) 


Lab: INBIFO 

Biomarker Free Cotinine (nmol/mg Ciearin) 
Timepo’mt: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA. NA 

NA.NA 

0.004,0.004 

NA.NA 

0.004.0.004 


SD.SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.004 

NA 

0.004 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

0.004,0.004 

NA, NA 

0.004,0.CO4 


5%, 95% 

NANA 

NA, NA 

NA NA 

NA NA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

i 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

5.895,5.703 

8.269,7.266 

7.082,6,437 

0.004,0.004 

0.007,0.006 

0.005,0.005 


SD.SE 

1.9382, 1.1190 

5.2339,3.0218 

3.7617, 15357 

0.0020,0.0012 

0.0034,0.0017 

0.0030,0.0011 


MEDIAN 

4.778 

6.393 

5.586 

0.004 

0.006 

0,005 


MIN, MAX 

4.774,8.133 

4.231,14.182 

4.231, 14,182 

0.002,0.006 

0.003,0.011 

0.002,0.011 


5%, 95% 

4.774,8,133 

4.231, 14.182 

4.231,14.182 

0.002,0.006 

0-003,0.011 

0.002,0.011 


BLQ Values Included 

0 

0 

0 

3 

4 

7 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 216 of 7) 


Lab: INB1FO 

Biomarker Free Cotinine (nmol/mg Creatin) 

TimeDoint: Week 3 



Smokers 



Non-Smokers 


Characteristic Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian N 

2 

3 

5 

3 

4 

7 

MEAN. GEO MEAN 

6.742.6.040 

6.759.6029 

6.752,6.033 

0.005,0.005 

0.006,0.005 

0.005,0.005 

SD,SE 

4.2370,2.9960 

3.5104,2.0267 

3.2634,1.4594 

0.0012,0.0007 

0.0017,0.0009 

0.0014,0.0005 

MEDIAN 

6.742 

7.282 

7.282 

0.006 

0.006 

0.006 

MIN, MAX 

3,746, 9.738 

3.016 9.978 

3,016, 9.978 

0.004,0.006 

0.003. 01007 

0.003, Q 007 

5*. 95% 

3.746,9.738 

3.0169.978 

3.016,9.978 

0.004,0.006 

0.003, 0.007 

0.003,0.007 

BLQ Values Included 

0 

0 

0 

3 

4 

7 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 217 of?) 



Lab: INBIFO 

Biomarkcr. Free Cotinine (nmol/mg Creatiu) 

Timepoinl: Overall* _____—---- 

- Stackers _ _Non Smokrn 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA. NA 

NA, NA 

NA NA 

0.004,0,004 

NA, NA 

0.004,0.004 


SD,SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.004 

NA 

0.004 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.004,0.004 

NA, NA 

0.004,0,004 


5%, 95% 

NA, NA 

NA,NA 

NA, NA 

NA, NA 

NA. NA 

NA NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

5.655,5.326 

7.496, 6.674 

6.575,5.962 

0.005,0.005 

0,007,0.006 

0.000,0.006 


SD,SE 

2.4525,1.4160 

3.8867, 2.2440 

3,0766,1.2560 

0.0006,0.0003 

0.0024,0.0012 

0.0018,0.0007 


MEDIAN 

4.868 

8,225 

6.547 

0.005 

0.007 

0.005 


MIN, MAX 

3.692, 8.404 

3.296,10,966 

3.296,10.966 

0.005,0.006 

0.004,0.009 

0.004,0,009 


5%, 95% 

3.692, 8.404 

32296, 10.966 

3.296, 10.966 

0.005,0.006 

0.004,0.009 

0.004,0.009 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive itatiatira across subjects. Count of BLQ values does not apply a) the BLQ values were converted (0 the upper limit oflhe 
BLQCe.g.. '<1.234’ will be used as T.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 218 of 7) 


Lab: INBEFO 

Biomarker Free Cotininc (ug/mg Crcatinin) 
Timepoint: Week 1 _ 


Characteristic 



Smokos 



Noti-Smokers 


Statistic 

Male 

Female 

Overall 

Mole 

Female 

Overall 

African Amen can/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

0.001,0.001 

NANA 

0.001, 0.001 


SD,SE 

NANA 

NA, NA 

NANA 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

NANA 

NANA 

0.001,0.001 

NA, NA 

0.001,0.001 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NA,NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

i 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

0.872,0.798 

1.314,1.111 

1.093,0.942 

0.001,0.001 

0.001,0.001 

0.001,0.001 


SD, SB 

0.4215,0.2434 

0.7852,0.4533 

0.6133,0.2504 

0.0006,0.0003 

0.0006,0.0003 

0.0005,0.0002 


MEDIAN 

0.874 

1.463 

1.084 

0.00! 

0.001 

0.001 


MIN, MAX 

0.450,1.293 

0.465,2.014 

0.450,2.014 

0.001, 0.002 

0.001,0.002 

0.001,0.002 


5%, 95% 

0.450,1.203 

0.465, Z014 

0.4S0,2.014 

0.001,0.002 

0.001.0.002 

0.001.0.002 


BLQ Values Included 

0 

0 

0 

2 

3 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 219 of 7) 


Lab: INBIFO 

Biomarker Free Gxinine (ug/mg Ciealinin) 
Timcpoint: Week 2_ 


Characteristic 



Smokers 



Non-Smoketm 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericatVBlack 

N 

0 

0 

0 

i 

0 

I 


MEAN, GEO MEAN 

NA.NA 

NA,NA 

NA, NA 

0.001,0.001 

NA, NA 

0.001.0.001 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.001,0.001 

NA, NA 

0.001,0,001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA. NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

1.039,1.005 

1.457,1.280 

1.248,1-134 

0.001, NA 

0.001,0.001 

0.001, NA 


SD.SE 

0.3415,0.1972 

0.9222,0.5324 

0.6628,0.2706 

0.0006,0.0003 

0.0005,0.0003 

0,0006,0.0002 


MEDIAN 

0.842 

1,126 

0,984 

0.001 

0.001 

0.001 


MIN, MAX 

0.841, 1.433 

0.746, 2.499 

0.746,2.499 

0.000,0.001 

0.001, 0.002 

0.000,0.002 


5%, 95% 

0.841, 1.433 

0.746,2.499 

0.746,2.499 

0.000,0.001 

0.001, 0.002 

0.000,0.002 


BLQ Values Included 

0 

0 

0 

3 

4 

7 


l 
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PM3003537800 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 220 of?) 


Lab: INBIFO 

Biomarker. Free Cotinine (ugfmjj Creatinln) 
Timepoinr Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Mate 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

3 

4 

7 


MEAN, GEO MEAN 

1.188,1.064 

1.191,1.062 

1.190,1.063 

0.001,0,001 

0.001,0.001 

0.001, 0.001 


SD.SE 

0.7467,0.5280 

0.6187,0.3572 

0.5751,0.2572 

0.0000,0.0000 

0.0000,0.0000 

0.0000, 0.0000 


MEDIAN 

1.188 

1.283 

1283 

0.001 

0.001 

0.001 


MIN, MAX 

0.660, 1,716 

0.531, 1.758 

0.531,1.758 

0.001,0.001 

0.001,0.001 

0.001,0.001 


5%, 95% 

0.660, 1.716 

0-531,1.758 

0,531,1.758 

0.001,0-001 

0.001.0.001 

0.001, 0.001 


BLQ Values Included 

0 

0 

0 

3 

4 

7 
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PM3003537801 



TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 221 of?) 


Lab: INBIFO 

Biomarker Free Cotinine (ug/mg Creatinin) 
Timcpoint: Overall* _ 


Characteristic 



Smokers 



Non'Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN. GEO MEAN 

NA. NA 

NA. NA 

NA. NA 

0.001,0.001 

NA. NA 

0.001.0.001 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

0.001, Q001 

NA.NA 

0.001,0.00! 


5*. 05% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

0.997,0.939 

1.321,1.176 

1.159, 1.051 

0.001,0.001 

0.001,0.001 

0.001.0.001 


SD.SE 

0.4320,0.2494 

0.6846,0.3952 

0.5419,0.2212 

0.0000,0.0000 

0.0005,0.0003 

0.0004,0.0001 


MEDIAN 

0.858 

1.449 

1.154 

0.001 

0.001 

0.001 


MIN, MAX 

0.651,1.481 

0.581, 1.932 

0581,1.932 

0.001,0.001 

0.001,0.002 

0.001,0.002 


5%, 95% 

0.651,1.481 

0.581,1.932 

0581,1.932 

0.001,0.001 

0.001,0.002 

0.001,0.002 


* Overall values calculated by first averaging the results acrcas visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g, '<1.234' will be used as' 1.2141 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 222 of 7) 


Lab: INBIFO 

Biomarlcer: Total 3-hydroxycotinine (nmol/mg Creatin) 
Timepoint: Week I _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 


Caucasian 

N 

3 

3 

6 

2 

3 

5 



MEAN, GEO MEAN 

15.979, 14956 

36794,30.430 

26.386 21.334 

0.022,0.022 

0.051,0.041 

0.040,0.032 



SD.SE 

6.9296, 4.0008 

28.8498, 16.6564 

21.9570,8.9639 

0.0042.0.0030 

0.0400,0.0231 

0.0326,0.0146 



MEDIAN 

15.278 

22.427 

20.188 

0.022 

0.039 

0.025 



MIN, MAX 

9.426,23232 

17.948,70.006 

9.426,70.006 

0.019,0.025 

0.019,0.096 

0.019,0.096 



5%. 95% 

9.426.23232 

17.948, 70.006 

9.42670.006 

0.019,0.025 

0.019,0.096 

0.019.0.096 



BLQ Values Included 

0 

0 

0 

I 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BTOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 223 of?) 


Lab: INB1FO 

Biomarker Total 3-hydroxycotinine (nmol/mg Crcatin) 

Timenoiiu: Week 2 

Characteristic 



Smokers 



Noa-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

19.232. 18.698 

38.488,29.184 

28.860,23.360 

0.022,0.022 

0.019,0.017 

0.021, 0.020 


SD.SE 

5.6416,3.2572 

35.6930.20.6074 

25.1708,102759 

0,0064,0.0037 

0.0106,0.0075 

0.0073,0.0032 


MEDIAN 

18.022 

21.151 

19.587 

0.026 

0.019 

0.026 


MIN, MAX 

14.293, 25,380 

14-775. 79.538 

14.293, 79538 

0.015,0.026 

0011,0.026 

0011,0026 


5%, 95% 

14,293,25.380 

14.775,79.538 

14.293,79.538 

0.015,0.026 

0.011,0.026 

0.011,0.026 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 224 of?) 


Lab; 1NBIFO 

Biomarker Total 3-hydroxycotinine (nmol/mg Creak) 
Timepoint: Week 3 __ 


Characteristic 

Statistic 

Male 

Smokers 



Non-Smokers 


___ 

Caucasian 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

2 

14.967, 14.298 
6.2579,4.4250 
14.967 

10.542, 19.392 
10.542, 19.392 

0 

3 

30.402,21,584 
30.8849,17.8314 
15.321 

9.955,65.930 

9.955,65.930 

0 

5 

24.228, 18.306 

23.6263.10.5660 

15.321 

9.955,65.930 

9.955, 65.930 

0 

3 

0.021,0.02t 

0.0057,0.0033 

0.023 

0.015,0026 

0.015,0.026 

3 

2 

0.020,0.018 

0.0113,0.0080 

0.020 

0.012,0.028 

0.012,0.028 

2 

Overall 

5 

0.021, 0.020 
0.0070,0.0031 
0.023 

0.012,0.028 
0.012, 0,028 

5 



i 


! 
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PM3003537805 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 225 of?) 



Lab; INBIFO 

Biomarker: Total O-hydrtntycotininc (nmol/mg Cteatin) 
Timepoini: Overall’ _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN.GEO MEAN 

17.753,15 956 

35.228,27.172 

26.496, 21.465 

0.022,0.022 

0.047,0.035 

0.035,0.028 


SD.SE 

6.4453,3.7212 

31.8090.18.3650 

22.6461,9.2452 

0.0025. 0.0015 

0.0433.0.0250 

0.0306,0.0125 


MEDIAN 

17.564 

19.633 

18.599 

0022 

0.031 

0.024 


MIN, MAX 

11.420,24.306 

14226, 71.825 

11.420,71.825 

0.020, 0.025 

0.014,0.096 

0.014,0,096 


5%, 95% 

11.420,24306 

14,226,71.825 

11.420,71.825 

0.020,0.025 

0.014,0.096 

0.014,0.096 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g. '<1.234' will be used as '1.234') forthe averages across visits within asubject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 226 of 7) 


Lab: 1NBIFO 

Biomariccr. Total 3-hydroxycotinme (ugftng Creatinin) 

TimeDoint: Weefc 1 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN. GEO MEAN 

3.071,2.875 

7.0725.849 

5.071,4,100 

0.005,0.004 

0.010,0.008 

0.008,0.006 


SD.SE 

1.3316,0.7688 

5.5448 3.2013 

42201,1.7228 

0.0007,0.0005 

0.0074,0.0043 

0.0059,0.0027 


MEDIAN 

2.936 

4.310 

3.880 

0.005 

0.007 

0.005 


MIN. MAX 

1.8124.465 

3.450, 13.455 

1.812 13.455 

0.004,0.005 

0.004,0.018 

0.004.0.018 


5%, 95% 

1.8124.465 

3.450, 13.455 

1.812 13.455 

0.004,0.005 

0.004,0.018 

0.004,0.018 


BLQ Values Included 

0 

0 

0 

1 

1 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 227 of 7) 


Lab: TNBIFO 

Biomarker Total 3-hydroxycotinine (ug/rng Creatinio) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

3.696,3.594 

7.397,5.609 

5.547,4,490 

0.004,0.004 

0.004,0.003 

0.004, 0.004 


SD.SE 

1.0843,0.6260 

6.8601,3.9607 

4.8377,1.9750 

0.0012,0.0007 

0.0021,0.0015 

0.0014,0.0006 


MEDIAN 

3.464 

4.065 

3.765 

0.005 

0.004 

0.005 


MIN, MAX 

2.747,4.878 

2.840,13.287 

2.747,13.287 

a003,0.005 

0.002,0.005 

0.002,0.005 


5%, 95% 

2.747,4.878 

2.840,15.287 

2.747,15.287 

0.003,0.005 

0.002,0.005 

0.002,0.005 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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PM3003537808 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 228 of 7) 


Lab; INBIFO 

BiomarLer Total 3-hydroxycotimne (ug/rag Crealinin) 
Timcpoint: Week 3_ 


Characteristic 



Smokers 



Non-Smokcis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

3 

2 

5 


MEAN, GEO MEAN 

2.877,2.748 

5.843, 4.148 

4.657,3.518 

0.004,0.004 

0.004,0.003 

0.004,0.004 


SD.SE 

1.2028,0.8505 

5.9363,3.4273 

4.5411,2.0309 

0.0010,0.0006 

0.0021,0.0015 

0.0013,0.0006 


MEDIAN 

2.877 

2945 

2.945 

0.004 

0.004 

0.004 


MIN, MAX 

2.026,3.727 

1.913,12.672 

1.913, 12.672 

0.003,0.005 

0.002,0.005 

0.002, 0.005 


595, 95 % 

2,026, 3.727 

1.913,12.672 

1.913,12.672 

0.003,0.005 

0.002,0.005 

0.002, 0.005 


BLQ Values Included 

0 

0 

0 

3 

2 

5 
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PM3003537809 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS Iff EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 229 of?) 




Lab: 1NBIFO 

Biomarker Total 3-hydroxycotinine (ug/mg Creatinin) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

3.414.3.259 

6.771,5.222 

5.093. 4.126 

0.004,0.004 

0.009,0.007 

0.007,0.005 


SD.SE 

1.2389,0.7153 

6.1140,3.5299 

4.3527,1.7770 

0.0006,0.0003 

0.0079,0.0046 

0,0056, 0.0023 


MEDIAN 

3.376 

3.773 

3-575 

0.004 

0.006 

0.005 


MIN, MAX 

2.195,4.672 

2.734,13.805 

2,195,13.805 

0.004,0.005 

0.003,0.018 

0.003, 0.018 


5%, 95* 

2.195,4.672 

2.734,13.805 

Z195,13.805 

0.004,0.005 

0.003,0.018 

0.003,0.018 


' Overall values calculates: by first averaging the results acro6s visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 


BLQ (e g , '<1.234' will be used as '1.234*) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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PM3003537810 



TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 230 of?) 


Lab: INBIFO 

Biomarker Free 3-hydroxycotinine(nmoVmg Cleat ill) 
Timepoint: Week 1_ 


Ciiaracteristic 



Smokers 



Non-Smokers 


Siaistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Araerican/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA NA 

NANA 

NANA 

0.012,0.012 

NA, NA 

0.012.0.012 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.012 

NA 

0.012 


MIN, MAX 

NA NA 

NANA 

NANA 

0.012,0.012 

NA NA 

0012, 0012 


5%, 959b 

NA NA 

NANA 

NANA 

NANA 

NANA 

NANA 


BLQ V dues Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

13.589, 12,752 

29.592,24.553 

21.591, 17.695 

0.011,0.009 

0.024,0.019 

0.018,0.014 


SD.SE 

5.8121,3.3556 

22.9539,13.2525 

17.3519,7.0839 

0.0067,0.0038 

0.0157, 0.0079 

0.0137,0.0052 


MEDIAN 

12.896 

18.489 

16.395 

0.009 

0.024 

0.015 


MTN, MAX 

8.155,19.717 

14.300,55.986 

8.155,55.986 

0.005,0.018 

0.007,0.041 

0.005,0.041 


5%, 95% 

8.155, 19.717 

14300) 55.986 

8.155, 55.986 

0.005, 0.018 

aoo7, ao4i 

0.005, 0.041 


BLQ Values Included 

0 

0 

0 

0 

0 

0 


i 
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PM3003537811 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 231 of?) 


Lab: INBIFO 

Biomarken Free 3-tiydroxyco(inine (ninol/mg Creain) 
TimepoLnt: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA NA 

0.021.0.021 

NA, NA 

0.021,0.021 


SD.SE 

NA NA 

NA, NA 

NANA 

NA, NA 

NA.NA 

NANA 


MEDIAN 

NA 

NA 

NA 

0.021 

NA 

0.021 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

0.021,0.021 

NANA 

0.021,0.021 


5%, 95% 

NA NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

2 

4 

6 


MEAN, GEO MEAN 

14.498,13.787 

33.227, 25.023 

23,863,18.574 

0.013,0.012 

0.017,0.016 

0.016,0.014 


SD, SE 

5.6224, 3.2461 

31.1085, 17.9605 

22.4716,9.1740 

0.0064,0.0045 

0.0074,0,0037 

0.0069,0.0028 


MEDIAN 

13.463 

13.231 

15.847 

0.013 

0.018 

0.015 


MIN, MAX 

9.465, 20.566 

12.457,68.993 

9.465,68,993 

0.008, 0.017 

0.009, 0.024 

0.008,0.024 


5%, 95% 

9.465, 20.566 

12.457,68.993 

9.465, 68.993 

0.008, 0.017 

0.009, 0.024 

0.008, 0.024 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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PM3003537812 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BVTIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 232 of?) 


Lab: INBIFO 

BiotnaAen Free 3-hydroxycotinine (nmol/mg Creatin) 

Timeooim: Week 3 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Ametican/Black 

N 

0 

0 

0 

i 

0 

s 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

0.016,0.016 

NA, NA 

0.016,0-016 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0016 

NA 

0,016 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.016,0.016 

NA, NA 

0.016,0.016 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

2 

3 

5 

1 

3 

4 


MEAN, GEO MEAN 

12.618,12.316 

23.925,18.098 

19.40115.516 

0.008,0.008 

0.022,0.019 

0.019,0.015 


SD.SE 

3.8757,2.7405 

22.3492,119033 

17.0839.7.6401 

NA.NA 

0.0125.0.0072 

0.0124,0.0062 


MEDIAN 

12.618 

11774 

12.774 

0.008 

0.026 

0.017 


MIN, MAX 

9.877,15.358 

9.346, 49.656 

9.346,49.656 

0.008,0.008 

0.008,0.032 

0,008,0.032 


5%, 95% 

9.877, 15.358 

9.346,49.656 

9.346,49.656 

NA, NA 

0.008,0.032 

0.008,0.032 


BLQ Values Included 

0 

0 

0 

0 

0 

0 


Project Number: 12Z2Q-5450 Created on 16MAR02 at 06:53 Printed on Tueaday, March 20, 2002 at 2:10 PM 


Pag* 292 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537813 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOIN'i FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 233 of?) 


Lab: INBIFO 

Biomarlcer Free 3-hydroaycotinine (nmol/mg Creatin) 

Timepomt: Overall' 

Characteristic 



Smokers 



Noo-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Arne rican/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA NA 

NANA 

0.016,0.016 

NA, NA 

0.016,0.016 


SD.SE 

NA NA 

NANA 

NANA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

0.016 

NA 

0.016 


MIN, MAX 

NA. NA 

NANA 

NA, NA 

0.016,0.016 

NA NA 

0.016,0.016 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA NA 

NANA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, OEO MEAN 

14.405, 13.693 

28,915,22.609 

21.660, 17.595 

0.009,0.009 

0.020,0.018 

0.016,0.013 


SD.SE 

5.5050,3.1783 

25.4702, 14.7052 

18.2969,7.4697 

0.0045,0.0026 

0.0111.0.0056 

0.0101,0.0038 


MEDIAN 

13.906 

16.498 

15.202 

0.009 

0.021 

0.014 


MIN, MAX 

9.166,20.142 

12.034,58.212 

9.166,58.212 

0.005,0.014 

0.008,0.032 

0.005,0.032 


5%. 95% 

9.166,20.142 

12.034,58,212 

9.166,58.212 

0.005,0.014 

0.008,0.032 

0.005,0.032 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as tlv BLQ values were converted to the upper limit of the 
Bl-Q (e.g., '<1.234' will be used as '1.234') for the averages across visits withia a subject thus elimiuatig all BLQ values for the overall statistics. 
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TABLE 14/4*8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 234 of I) 



Lab: INBIFO 

Biomarker: Free 3-hydroxycoiinine (uglnigCrcalinin) 
Timepoint: Week 1 _ 


Characteristic 



Smokeis 



Non-Smokers 

... 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

0.002, 0.002 

NA.NA 

0.002.0.002 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA. NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

0.002 

NA 

0.002 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.002,0.002 

NA, NA 

0.002, 0.002 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

2.612,2.451 

5.688,4.719 

4,150,3.401 

0.002,0.002 

0.005,0.003 

0.003,0.003 


SD,SE 

1.1175,0.6452 

4.4121,2.5473 

3.3353,1.3616 

0.0010,0.0006 

0.0031,0.0016 

0.0026,0.0010 


MEDIAN 

2.479 

3,554 

3.151 

0.002 

0.005 

0.003 


MIN, MAX 

1.567, 3.790 

2.748, 10.761 

1.567,10.761 

0.001,0.003 

0.001,0.008 

0.001,0.008 


5%, 95% 

1567,3.790 

2.748,10.761 

1567,10.761 

0.001,0.003 

0.001,0.008 

0.001,0.008 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUK URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 233 of?) 


Lab: INBIFO 

Biomarken Free 3-hydroxyctxiriine (ugfag Creatinin) 
Timepoint: Week 2 _ 


Ciiaraocristic 


Statistic 


African AmericanfBlack N 

MEAN, GEO MEAN 
SD,SE 
MEDIAN 
MIN, MAX 
5%, 95 % 

BLQ Values Included 

Caucasian N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5*, 95% 

BLQ Values Included 


Smokers 


Non-Smokers 


Male 


0 

NA,NA 

NA.NA 

NA 

NANA 
NA, NA 
NA 

3 

2.787.2.650 
1.0808,0.6240 
2.588 

1.S19,3.953 
1.819, 3.953 
0 


Female 


0 

NA, NA 
NA, NA 
NA 

NANA 
NA, NA 
NA 

3 

6.386, 4.809 
5,9789,3.4519 
3.504 

2.394,13.260 
2.394,13.260 

0 


Overall 

0 

NA, NA 
NA, NA 
NA 

NANA 
NA, NA 
NA 

6 

4.586, 3.570 
4.3189, 1.7632 
3.046 

1.819,13.260 
1.819,13.260 
0 


Male 

1 

0.004,0.004 
NANA 
0004 

0.004,0.004 

NANA 

0 

2 

0.003,0.002 
0.0007,0.0005 
0.003 

0.002,0.003 
0.002,0.003 
0 


Female 

0 

NA.NA 

NANA 

NA 

NA, NA 
NA, NA 
NA 

4 

0,003,0.003 
0.0015,0.0008 
0.003 

0.002,0.005 
0.002,0.005 
0 


Overall 


1 

0.004,0.004 
NA, NA 
0.004 

0.004,0.004 
NA, NA 
0 

6 

0.003.0.003 
0.0013,0.0005 
0.003 

0.002,0.005 
0.002,0.005 
0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 236 of?) 


Lab: 1NBIFO 

Biomarker Free 3-hydr<Kjoatinine (ug/mg Crcftfinm) 
Timepoint: Week 3 __ 


Gmraclerislic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NANA 

0.003, a003 

NA, NA 

0.003,0.003 


SD.SE 

NA.NA 

NANA 

NANA 

NA. NA 

NA. NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

0.003 

NA 

0.003 


MIN, MAX 

NANA 

NA, NA 

NANA 

0.003,0.003 

NANA 

0.003, 0.003 


5%, 95% 

NANA 

NANA 

NA, NA 

NANA 

NANA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

2 

3 

5 

1 

3 

4 


MEAN, GEO MEAN 

2.425,2.367 

4.598,3.478 

3.729,2.982 

0.002,0,002 

0.004,0.004 

0.004.0.003 


SD.SE 

0.7453,0.5270 

4.2957,2.4801 

3.2837, 1.4685 

NANA 

0.0021,0.0012 

0.0021,0.0010 


MEDIAN 

2.425 

2.455 

2.455 

0.002 

0.005 

0.004 


MIN, MAX 

1.8 98,2.952 

1.796, 9.544 

1.796,9.544 

0.002,0.002 

0.002,0.006 

0.002,0,006 


5%, 95% 

1.898.2.952 

1.796,9.544 

1.796, 9.544 

NANA 

0.002,0.006 

0.002,0.006 


BLQ Value* Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 237 of?) 


Lafcc INBJFO 

Biomarker: Free 3-hydroxycotinine (ug/mgCreatinin) 






Smokers 



Nofi-Smolters 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

0 

0 

1 

0 

i 


MEAN. GEO MEAN 

NA.NA 

NA.NA 

NA, NA 

0.003,0.003 

NA, NA 

0.003.0.003 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

0.003 

NA 

0.003 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

0.003,0.003 

NA, NA 

0.003,0.003 


5 %, 95 % 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

1769,1632 

5.557,4.346 

4.163.3.382 

0.002,0.002 

0.004,0.004 

0.003,0.003 


SD.SE 

1.0587,0.6113 

4.8951,2,8262 

35166,1.4356 

0.0010,0.0006 

0.0018,0.0009 

0.0018,0.0007 


MEDIAN 

1673 

3.171 

2.922 

0,002 

0.004 

0.003 


MIN, MAX 

1.761,3.872 

2.313.11.188 

1.761,11.188 

0.001,0.003 

0.002 0.006 

0.001,0.00G 


5*. 95% 

1.761, 3.872 

2313, 11.188 

1.761,11.188 

0.001,0.003 

0.002,0.006 

0.001,0.006 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subject*. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., ’<1.234' will be used as 1 1.234’) for the averages across visits within a subject thus eliminatig all BLQ values for Che overall statistics. 
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TABU; 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 238of?) 


Lab: INBIFO 

Biomarker. Nicotine Gluiuonide(nmol/U 
Tiraepoint: Week I_ 


Characteristic 



Smote is 



Non-Smokcn 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericaiVBIack 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA.NA 

NA, NA 

9.3,9.3 

NA, NA 

9.3,9.3 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

9.3 

NA 

9.3 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

9.3.9.3 

NA, NA 

9.3,9.3 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

0 

1 

1 


MEAN, GEO MEAN 

3609.8,1906.8 

1S93.8,1512.8 

2601.8,1698.4 

NA, NA 

9.3,9.3 

9.3,93 


SD.SE 

4207.14,2428.99 

653.29,377.18 

2910.33,1188.14 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

20525 

1331.9 

1692.2 

NA 

9.3 

9.3 


MIN, MAX 

403.4, 8373.6 

1112.1, 2337.4 

403.4, 8373.6 

NA, NA 

98,913 

9.3,9.3 


5%, 95% 

403.4.8373,6 

1112.1,2337.4 

403.4,8373.6 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

0 

0 

0 

NA 

l 

1 


Project Member: 12226*8450 Created on 10MAR02 at 08:53 Printed on Tuesday, March 26 , 2002 at 2:10 PM 


Page 238 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537819 


TABLE 14.4*8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 239 of?) 


Lab: INB1F0 

Biomarkcn Nicotine GIumonide(nmolfL) 

TimepoiiU: Week 2 

Characteristic 



Smukris 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

4013.5, 3366.0 

1742.3,1662.4 

2877.9,2365.5 

NA, NA 

27.7,20.7 

27.7,20.7 


SD.SE 

2738.64,1581.16 

648.77,374.57 

2171.62,886.56 

NANA 

25.95, 18.35 

25.95,18.35 


MEDIAN 

3518.6 

1648,3 

2040.6 

NA 

27.7 

27.7 


MIN, MAX 

1556.0, 6965,8 

1145.6,2432.9 

1145.6,6965.8 

NANA 

9.3, 46.0 

9.3, 46.0 


5%, 95% 

1556.0, 6965.8 

1145.6,2432.9 

1145.6. 6965.8 

NANA 

9.3, 46.0 

9.3, 46.0 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 


! 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY II ME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 240 of?) 


Lab: INBIFO 

Biomarken Nicoiine Gluruonide (rnnoPL) 

Timepoim: Week 3 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

2 

2 

4 


MEAN. GEO MEAN 

2136.0. 1288.9 

1660.5.1587.1 

1850.7,1460.3 

9.3,9.3 

9-3,93 

9,3,93 


SD.SE 

2408.76.170325 

640.93.370.07 

131252 587.16 

0.00,0.00 

0.00,0.00 

000,0.00 


MEDIAN 

2136.0 

1299.6 

1299.6 

9,3 

9.3 

9.3 


MIN, MAX 

432.7,3839.2 

1281.4,2400.6 

4327,38392 

9-3,93 

9.3,93 

9.3,93 


5 %, 95% 

4327,38392 

1281.4,2400.6 

4327,38392 

9.3,9.3 

9.3.93 

9.3,93 


ELQ Values Included 

0 

0 

0 

2 

2 

4 
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• • • 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPQINT FOR DEMOORAPHIC CHARACTERISTIC RACE 

(Page 241 of 7) 


Lab: INBIFO 

Eiomarken Nicotine Gluruouide (nmoI/L) 
Timepoint: Overall' _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

j 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

9.3,9.3 

NA, NA 

9.3,9.3 


SD.SE 

NA.NA 

NA. NA 

NA, NA 

NA, NA 

NA. NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

9.3 

NA 

9.3 


MIN, MAX 

NA, NA 

NANA 

NA NA 

9.3,9.3 

NANA 

9.3,93 


5%, 95% 

NA, NA 

NANA 

NANA 

na,na 

NANA 

NANA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN. CEO MEAN 

3325.1, 2421.6 

16655,1590.4 

2495.4, 19625 

9.3 ,93 

13.4,123 

11.7, 11.0 


SD.SE 

2836.52, 1637.67 

639,69.369.33 

2051.46,837.50 

0.00.0,00 

7.04, 4,07 

5.46.2.44 


MEDIAN 

2785.6 

1426.6 

1908.5 

9.3 

9.3 

93 


MIN, MAX 

797.4,6392.9 

1179.7,2390.3 

797.4,6392.9 

93,93 

93,215 

93,21.5 


5 % t 95% 

797.4,63929 

1179.7,2390.3 

797.4,6392.9 

9.3,93 

9.3,21.5 

9.3, 21.5 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values doea not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.2.14' will be used as 1.2141 for the averages across visits within a subject Thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEFOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 242 of?) 


Lab: INBIFO 

Biamarken Nicotine Gluruonide (nmol/24hr) 
Timepoint: Week 1 __ 


Characteristic 

Statistic 

Male 

Smokers 



Non-Smokers 


African American/Blark 

N 

0 

0 

0 

1 

27.900,27.900 


Overall 

1 

27.900,27.900 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

NA, NA 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

27.900 

NA 

27.900 


MIN, MAX 

NA.NA 

NA, NA 

NANA 

27,900,27,900 

NANA 

27.900.27.900 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA»NA 

NA,NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

i 

Caucasian 

N 

MEAN, GEO MEAN 

3 

3712,730, 2363.770 

3 

3729.770,3457.330 

6 

3721.250.2858*730 

0 

NA, NA 

I 

11.160,11.160 

1 

11.160,11.160 


SD, SE 

3386.7000,1955,3100 

1798.4400,1038.3300 

2425.2300, 990.0960 

NA, NA 

NA NA 

NA NA 


MEDIAN 

33042530 

3225.090 

3264.810 

NA 

11,160 

11 160 


MIN, MAX 

548.624,7285.032 

2237,592,5726.630 

548.624,7285.032 

NA. NA 

11.160,11,160 

11.160, 11.160 


S%, 95% 

S48.624,7285.030 

2237.590,5726.630 

548.624, 7285.030 

NA.NA 

NANA 

NANA 

1 


BLQ Values Included 

0 

0 

0 

NA 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF' EXPOSU RE BY TIMEP01NTFUR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 243 of?) 


Lab: INBIFO 

Biomarker: Nicotine Glumonide (nmoV24hr) 
Timepoint: Week 2 _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

4306.240, 4043.740 

4015.240, 3928.440 

4160.740,3985,670 

NA, NA 

39.730, 38.893 

39.730, 38.893 


SD, SE 

1923.8500.1110.7300 

1062.4300.613.3960 

1399.0600.571.1660 

NA,NA 

11.4693,81100 

11-4603, 8.1100 


MEDIAN 

3624.160 

3551.360 

3587.760 

NA 

39.730 

39.730 


MIN, MAX 

2816.360, 6478.194 

3263.634,5230.735 

2816.360,6478.194 

NA, NA 

31.620,47.840 

31.620.47.840 


5%, 95* 

2816 360,6478.190 

3263.630,5230.740 

2816.360,6478.190 

NA, NA 

31.620,47.840 

31.620,47.840 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 244 of?) 


Lab: 1NBIFO 

Biomarker Nicotine Gluruonide (nmol/24hr) 

Timetjoint: Week 3 __ . 

Characterislic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

2 

2 

4 


MEAN, GEO MEAN 

3273.940.1885.030 

3447.030,3209.520 

3377.800.2594.130 

17.968.17.926 

20.739,18.674 

19.353, 18.296 


SD,SB 

3785.5900,2676.8200 

1583.0300,913.9650 

2201.0600,984.3430 

1.7359,1.2275 

12.7576,9.0210 

7.6038,3.8019 


MEDIAN 

3273.940 

3139.430 

3139.430 

17.968 

20.739 

17.968 


MIN, MAX 

597.126,5950.760 

2040.372.5161.290 

597.125,5950.760 

16.740, 19.195 

11.718,29.760 

11.718, 29.760 


5%, 95% 

597.126,5950.750 

2040.370,5161.290 

597.126,5950.760 

16.740,19.195 

11.718,29.760 

11.718,29.760 


BIX) Values Included 

O 

0 

0 

2 

2 

4 


I 


I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOURURINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACK 

(Pag; 245 of?) 


Lab: INBIFO 

Biomarken Nicotine Gluruonide (mnot/24hr) 
Timepomt: Overall* _ 


Characteristic 


African A me tic any Black 


Caucasian 


Smokers 


Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

0 

0 

i 

0 

i 

MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

27.900,27.900 

NA, NA 

27.900, 27.900 

SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

27.900 

NA 

27.900 

MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

27.900, 27.900 

NA, NA 

27,900,27.900 

5%, 95% 

NA, NA 

NA, NA 

NA, NA 

na t na 

NA, NA 

NA, NA 

N 

3 

3 

6 

2 

3 

5 

MEAN. GEO MEAN 

3285.460,3109.510 

3730.680,3547.480 

3758,070,3321.290 

17.968,17.926 

28.318,28.098 

24.178. 23.474 

SD.SE 

2640.0000,1524.2100 

1476.2200,852.2950 

1913.2300,781.0710 

1.7359, 1.2275 

4.2129,2.4323 

6.4626,2.8902 

MEDIAN 

3464.340 

3305.290 

3384.820 

17.968 

29.760 

23.573 

MIN, MAX 

1320.700,6571,330 

2513.870,5372.890 

1320.700, 6571.330 

16-740, 19.195 

23.573, 31.620 

16.740,31.520 

5%, 95% 

1320.700, 6571.330 

2513.870,5372.890 

1320.700,6571.330 

16.740, 19.195 

23.573, 31.62D 

16.740,31.620 


Overall values calculated by first avenging the results across visits within » subject, then calculating the. descriptive statistics across subject!. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.. '<1.234' will be used as '1,234') for the averages across visits within a subject thus eliminatig ail BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 246 of 7) 


Lab: INBIFO 

Bkunarker. Nicotine Gluruonide (nmoVmg Creatin) 
Tbnepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Arne rican/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NA NA 

NA, NA 

NA. NA 

0.011.0.011 

NA. NA 

0.011,0.011 


SD.SE 

NA.NA 

NANA 

NA, NA 

NA NA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

0.011 

NA 

0.011 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.011,0.011 

NA. NA 

0.011, 0.011 


5 %, 95% 

NA,NA 

NA, NA 

NA, NA 

NA NA 

NANA 

NA NA 


DLQ Values Included 

NA 

NA 

NA 

l 

NA 

1 

Caucasian 

N 

3 

3 

6 

0 

1 

1 


MEAN, GEO MEAN 

1478,1.628 

3.022,2.636 

2.750,2.071 

NANA 

0.014,0.014 

0.014,0.014 


SD,SE 

2.3928, 1.3815 

1,6021,0.9250 

1.8455.0.7534 

NANA 

NA NA 

NA NA 


MEDIAN 

1,864 

3.809 

1837 

NA 

0,014 

0,014 


MIN, MAX 

0.452,5.118 

1.179,4.079 

0.4515.118 

NA.NA 

0.014,0.014 

0.014,0.014 


5%, 95% 

0.452,5.118 

1.179,4.079 

0.432,5.118 

NANA 

NA NA 

NANA 


BLQ V alues Included 

0 

0 

0 

NA 

1 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 247 of?) 


Lab: INBIFO 

Biomarker. Nicotine Glumonide (mrol/mg Crealm) 

TimeDOint: Week 2 

Characteristic 



Smokers 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

3.716.3.439 

2.965, 2.868 

3.341,3.141 

NA,NA 

0.036,0.036 

0.036, 0.036 


SD, SE 

1.8604,1.0741 

0.8736, 0 5044 

1.3634,0.5566 

NA, NA 

0.0042,0.0030 

0.0042,0.0030 


MEDIAN 

2.941 

3.310 

3.126 

NA 

0.036 

0.036 


MIN, MAX 

2.369,5.839 

1.972, 3.614 

1.972,5.839 

NA, NA 

0.033.0.039 

0.033,0.039 


5%, 95% 

2.369,5.839 

1.972,3.614 

1.972,5.839 

NA NA 

0.033,0.039 

0.033,0.039 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 248 of ?) 



Lab: INBIFO 

BionijyVer: Nicotine filuruonide (nmot/mg Creatinl 


Characteristic 


' 

Smolets 



Non-Smokera 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

2 

2 

4 


MEAN, GEO MEAN 

1936,2.263 

3.107,1733 

3.039,2.535 

0.015,0.014 

0.015,0.014 

0.015,0,014 


SD, SE 

2.6439, 1.8695 

L7805, 1.0280 

1.8280,0.8175 

00057. 0.0040 

00085, 0,0060 

0.0059, 0.0029 


MEDIAN 

2.936 

3.022 

3.022 

0.015 

0.015 

0,015 


MIN, MAX 

1.066,4.805 

1.371.4.929 

1.066,4.929 

0,011,0.019 

0.009,0.021 

0.009,0.021 


5%, 95% 

1,066,4.805 

1.371.4.929 

1.066,4.929 

0.011, QOI9 

0.009, 0021 

0009, 0021 


blq Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 249 of?) 


Lab: INBIFO 

Biomarker: Nicotine Gluruanide (nmoKmg Cream) 

Timcpoint: Overall* ___ 

_Characteristic_ Statistic _ Male 


Smokers __ _ Noa-Smokets _ 

Female_ Overall _ Male _ Female _Oyerah 


African American/Black 

N 

0 

0 


MEAN, GEO MEAN 

NA.NA 

NA.NA 


SD.SE 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA.NA 

NA, NA 


5%, 95% 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 


MEAN, GEO MEAN 

2.952,2.547 

3.032, 2.783 


SD,SE 

2.0181,1.1552 

1.3568,0.7833 


MEDIAN 

2.117 

3.482 


MIN, MAX 

1.486,5.254 

1.507, 4.106 


5%, 95% 

1.486,5.254 

1.507,4.106 


0 

1 

0 

1 

NA.NA 

0.011,0.011 

NA, NA 

0.011,0.011 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA 

0.011 

NA 

0.011 

NA.NA 

0.011,0.011 

NA.NA 

0.011,0.011 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6 

2 

3 

5 

2992,2.662 

0,015,0.014 

0.025,0.024 

0.021,0.020 

1.5386,0.6281 

0.0057,0.0040 

0.0069,0.0040 

0.0079,0.0035 

2800 

0.015 

0.021 

0.021 

1.486, 5.254 

0.011,0.019 

0.021,0.033 

0.011,0.033 

1.486,5.254 

0.011,0.019 

0.021,0.033 

0.011.0.033 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g, '<1.234' will be used as T .2341 for the averages across visits within a subject thus elimmatig all BLQ values for the overall statistics. 
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TABLfc 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOlNT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 250 of?) 


Lab: 1NBIF0 

Biomarkcr Cotinine Gluruonrde (iunoV24hr) 
T iraepoinl: Week 1 _ 


Characteristic 



Smokers 



Noi-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black. 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA.NA 

NA, NA 

23.700.23.700 

NA, NA 

23.700,23.700 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

23.700 

NA 

23,700 


MIN. MAX 

NA, NA 

NA, NA 

NA, NA 

23.700, 23.700 

NA, NA 

23.700,23.700 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

2 

2 

4 


MEAN, GEO MEAN 

13071.900,6498.190 

13773.200,13119.300 

13422600,9233.170 

13.904,13.727 

17.412 15.500 

15.658, 14.587 


SD.SE 

11737,1000,6776.4200 

5506 3000, 3179.0700 

8208.4800,3351.1000 

3.I2S2 2.2120 

11.2168,7.9315 

7.0215,3.5108 


MEDIAN 

14233.800 

10987.200 

12610.500 

13.904 

17.412 

13.904 


MIN, MAX 

797.096,24184.869 

10216.584,20115.725 

797.096,24184.869 

11.692,16.116 

9.480, 25.343 

9.480, 25.343 


5%, 95% 

797.096, 24184.900 

10216.600,20115.700 

797.096, 24184.900 

11.692 16.116 

9.480, 25,343 

9480, 25.343 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 251 of?) 


Lab: INB1FO 

BiomarLer. Ccxinine Gluruonide (nmo!/24hr) 
Timepoint: Week. 2 _ 


‘""r... — ■ 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Mole 

Female 

Overall 

African American/BIack 

N 

0 

0 

0 

1 

0 

i 


MEAN. GEO MEAN 

NANA 

NA, NA 

NA, NA 

21.725,21,725 

NA NA 

21.725. 21.725 


SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

21.725 

NA 

21.725 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

21.725,21.725 

NA.NA 

21.725, 21.725 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


DLQ V alucs Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

12636.600,8989.660 

13934300.13447300 

13285.500,10994.900 

16.485,15.921 

19,263, 17.114 

17.874,16.507 


SD.SE 

91313200,5272.0800 

4577.3700,26417400 

6499.2400,2653.3000 

53645,3.2127 

9.7891,5.6517 

7.2823,2.9730 


MEDIAN 

15906.200 

13037.400 

14471.800 

13.272 

22.713 

17.993 


MIN, MAX 

2320.420, 19683.264 

9872.082,18893.985 

2320.420, 19683.264 

13.272,22.910 

8216,26.860 

8.216,26.860 


5%, 95% 

2320.420,19683.300 

9872.080, 18894.000 

2320,420, 19683.300 

13.272,22.910 

8.216, 26,860 

8.216,26.860 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 144-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 252 of?) 


Lab: INBIFO 

Biomarker: Cotinine Glimronide (nmol/24hr) 

Timenobu: Week 3 ____ 

Characteristic_Statistic_ Male 


Smokers 



Non-Smokers 



Inmate 

Overall 

Male 

Female 

Overall 



N 

2 

3 

5 

3 

3 

6 

MEAN, GEO MEAN 

9852.460,2562.480 

11811.600,11287.300 

11027.900,6237.610 

17.812,17.448 

12140,11.974 

14,976,14.454 

SD.SE 

13454.0000,9513.3900 

4052.3300,2339.6200 

7390.1600,3304.9800 

46365,2.6192 

2.4911,1.4382 

4.5130, 1.8424 

MEDIAN 

9852.460 

12845.600 

12845.600 

16.306 

11.613 

14.536 

MIN, MAX 

339.066,19365,855 

7342.419,15246.725 

339.066, I9365.8S5 

14.220, 22910 

9.954,14.852 

9.954,22.910 

5®, 95% 

339.066,19365.900 

7342.420,15246.700 

339.066, 19365.900 

14220,22.910 

9.954, 14.852 

9.954,22.910 

BLQ Vallies Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 253 of ?) 


Lab: INBIFO 

BiotnaiVei: Cotinine GLuruonide (niuoI/24hr) 

TimeDoint: Overall* 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

, 


MEAN, GRO MEAN 

NANA 

NANA 

NA, NA 

21713,22.713 

NA NA 

22.713.22.713 


SD.SE 

NANA 

NANA 

NANA 

NA NA 

NA NA 

NANA 


MEDIAN 

NA 

NA 

NA 

21713 

NA 

22.713 


MIN, MAX 

NANA 

NA, NA 

NA, NA 

22.713,21713 

NANA 

21713,22.713 


5%, 95* 

NA NA 

NANA 

NA, NA 

NA, NA 

NANA 

NA.NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

12433.400,7153.010 

13173.100,12t566.900 

12803.200.9518.730 

16.165, 16.033 

16.429,15.218 

16.316,15.562 


SD.SE 

10221.2000,5901.2200 

4535.8300,2618.7600 

7083.9900,2892.0300 

16061, 1.5046 

7.1309,3.5655 

5.2639,1.9896 


MEDIAN 

15070000 

12290100 

13680.100 

14789 

163235 

14.789 


MIN, MAX 

1152.190,21078.000 

9t 43.700,18085.500 

1152.190,21078.000 

14.536, 19.171 

9.217,24.028 

9.217,24.028 


5*, 93% 

1152.190,21078,000 

9143,700, 18085.500 

1152.190,21078.000 

14.536,19.171 

9.217,24,028 

9.217,24.028 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
Bt-Q (e-g-.'<1.234'will be used as ' 1.234*) for the averages across visits within a subject thus elimioatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 254 of 2) 


Lab: INBIFO 


Biomarker Cot i nine Gluruonide (nrnoFmg Creat in) 






Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA NA 

NA, NA 

NANA 

0.009.0.009 

NA, NA 

0.009,0.009 


SD, SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

0.009 

NA 

0.009 


MIN, MAX 

NA, NA 

NANA 

NANA 

0.009,0.009 

NA,NA 

0.009,0.009 


5%, 95% 

NANA 

NA NA 

NANA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

i 

NA 

1 


N 

3 

3 

6 

2 

2 

4 


MEAN, GEO MEAN 

8.559.4.473 

10.895,10.002 

9.727,6.689 

0.010,0.009 

0.019,0.017 

0.014,0,013 


SD, SE 

8.1809,4.7232 

4.8224,2.7842 

6.1408,2.5070 

0.0035,0.0025 

0.0092,0.0065 

0.0077,0.0039 


MEDIAN 

8.030 

12975 

10.503 

0.010 

0.019 

0.012 


MIN, MAX 

0.656, 16.992 

5.382, 14.329 

0.656, 16.992 

0.007,0.012 

0.012,0.025 

0.007,0.025 


5%, 95% 

0.656, 16.992 

5,382, 14.329 

0.656,16.992 

0.007,0.012 

0.012,0.025 

0.007,0.025 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 255 of 7) 


Lab: INBIFO 

Biomarten Cotinine Glunionide (mnol/mg Creain) 


Timeooiiit: Week 2 _ 

Characteristic 


African Ame rican/Black 


Caucasian 


Smokers 


Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

0 

0 

i 

0 

i 

MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

0.010,0.010 

NA, NA 

0.010,0.010 

SD, SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

0.010 

NA 

0,010 

MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.010,0.010 

NA, NA 

0.010,0.010 

5*, 95* 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

N 

3 

3 

6 

3 

3 

6 

MEAN, GEO MEAN 

10.188,7.646 

10,396,9.817 

10.292,8,664 

0.010,0.009 

0.017,0.015 

0.014,0.012 

SD, SE 

7.6612,4.4232 

3.8935,2.2479 

5.4364,2.2194 

0.0056,0.0032 

0.0105, 0.0061 

0.0085, 0.0035 

MEDIAN 

10.399 

11,956 

11.178 

0.009 

0.017 

0.013 

MIN, MAX 

2.423, 17.741 

5.964, 13.267 

2,423,17.741 

0.005,0.016 

0.007,0.C28 

0.005,0.028 

5%, 95% 

2.423, 17.741 

5.964,13.267 

2,423, 17.741 

0.005,0.016 

0.007,0.028 

0.005,0.028 

BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF24-IIOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 256 of?) 


Lab INBIFO 

Btomarken Cotinine Glunioniik (nmol/mg Creatin) 


Timepomt: Week 3 



Smokere 



Non-Smokers 



Statistic 

Mate 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 

SD, SE 

MEDIAN 

MIN, MAX 

5 %, 95 % 

BLQ Values Included 

2 

8.121,3.076 

10.6292,7.5160 

8.121 

0.605,13,637 

0.605, 15.637 

0 

3 

10.620,9.613 

5.0463,2.9135 

12,366 

4.933.14.562 

4.933.14.562 

0 

5 

9.621,6.094 

6.5461,2.9275 

12.366 

0.605, 13.637 

0.605,15.637 

0 

3 

0.013,0.013 

00038.0.0022 

0.015 

0.009,0.016 

0.009.0.016 

3 

3 

0.013,0.012 

0.0044,0.0025 

0.015 

0.008,0.016 
0.008,0.016 

3 

6 

0.013,0.013 
0.0037,0-0015 

0.013 

0.008,0.016 
0008,0.016 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPQLNT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 257 of?) 


Lab: INBIFO 

Biomarker Cotinine Gluruonide (nmol/mg Creatin) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Noo-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

0.010,0.010 

NA, NA 

0.010.0.010 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.010 

NA 

0.010 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.010,0.010 

NA, NA 

0.010,0.010 


5*. 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

9.078,5.749 

10.637,9.833 

9.857,7.519 

0.011,0.010 

0.017,0.016 

0.014, 0.013 


SD.SE 

7.7819, 4.4929 

4.5283, 2.6144 

5.7580,2.3507 

0.0032,0.0019 

0.0059,0.0030 

0.0057,0.0022 


MEDIAN 

9.215 

12.869 

11.042 

0.012 

0.019 

0.013 


MIN, MAX 

1.228, 16.790 

5.426, 13.616 

1.228,16.790 

0.007,0.013 

0.009,0.022 

0.007,0.022 


3%, 95% 

1.228, 16.790 

5.426, 13.616 

1.228,16.790 

0.007,0.013 

0.009,0.022 

0.007,0.022 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statkti<x across subjects Count of BLQ values does not apply as the BLQ values were converted to the. upper limit of the 


BLQ (e.g., '<1.234' will be used as '1.234 1 ) for the averages across visits within a subject thus eliminatig all BIX) values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMAR KERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 258 of?) 


Lab: INBTFO 

Biomarken Cotinine Giuruonide (nmoI/L) 
Timeonint: Week 1 _ 


Characteristic_ Staisiic _Mate 


Smoker; _ __Non-Smokers- 

Female_Overall_ Mate _ Female Overall. 


African American/Black N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 


0 

0 

0 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA 

NA 

NA 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

NA 


1 

0 

1 

7.9,79 

NA, NA 

79,79 

NA, NA 

NA, NA 

NA, NA 

7.9 

NA 

79 

7,9,7.9 

NA, NA 

79,7.9 

NA, NA 

NA, NA 

NA.NA 

1 

NA 

1 


Caucasian 


N 

3 

3 

6 

2 

2 

MEAN, GEO MEAN 

12408.6,52410 

6026.8,5740.5 

9217.7,5485.6 

79,79 

7,9,7.9 

SD, SE 

13952.70,8055.59 

2211.40, 1276 75 

9594.01.3916.74 

0.00,0.00 

0.00,0.00 

MEDIAN 

8840.9 

6081-3 

7145.9 

7.9 

79 

MIN, MAX 

586,1,27798.7 

3788.7,8210.5 

586.1,27798.7 

7.9,79 

79, 79 

5%, 95% 

586.1, 27798.7 

3788.7,8210.5 

586.1,27798.7 

79.79 

79,79 

BLQ Values Included 

0 

0 

0 

2 

2 


4 

7.9.7.9 

0.00,0.00 

7.9 

7.9, 7.9 

79.7.9 
4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMRPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 259 of?) 


Lab: INBIFO 

Biomarkcn CotinibC Glunionide (nmol/L) 
Tiroepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

7.9,7.9 

NANA 

7.9,7.9 


SD.SE 

NA NA 

NA. NA 

NANA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

7.9 

NA 

7.9 


MIN, MAX 

NA, NA 

NANA 

NANA 

7.9,7.9 

NANA 

7.9, 7.9 


5%, 95* 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA NA 

NANA 


BLQ Vallies Included 

NA 

NA 

NA 

1 

NA 

l 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

12629.9,7483.0 

5993.1,5690,5 

9311-5,6525.5 

7,9,7.9 

7.9,7.9 

7.9,7.9 


SD.SE 

10235.50,5909.49 

2451.58,1415.42 

7584,50,3096.36 

0.00,0,00 

0.00,0.00 

0.00,0.00 


MEDIAN 

15442,9 

4985.9 

6886.9 

7.9 

7.9 

7.9 


MIN, MAX 

1282.0,21164.8 

4205.6,8787.9 

1282.0,21164.8 

7.9,7.9 

7.9, 7.9 

7.9,7.9 


5*. 95* 

1282.0; 21164.8 

4205,6,8787,9 

1282.0,21164.8 

7.9, 7,9 

7,9, 7.9 

7.9, 7,9 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 260 of?) 


Lab: INB1FO 

Bioroarker. Cotinine Gluruonide (nmol/L) 
Timepoinc Week 3 _ 


Characteristic 

Statistic 


Smokeis 



Non-Smokeis 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN. GEO MEAN 

6369.9, 1752.1 

5670.4,5581.6 

5950.2.3511.4 

7.9,7.9 

79,7.9 

79,7.9 


SD,SE 

8660.93,6124.20 

1262.84,729.10 

4438.14,1984.80 

0.00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

6369.9 

5243.1 

5243.1 

7.9 

7.9 

7.9 


MIN, MAX 

245.7, 12494.1 

4676.7, 7091.5 

245.7, 12494.1 

7.9, 7.9 

7.9,7.9 

7.9, 7.9 


5%, 95% 

245.7, 12494.1 

4676.7,7091.5 

245.7,12494.1 

7.9,7.9 

7.9,7,9 

7.9,7.9 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOE4T FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 261 of 7) 


Lab: 1NBIFO 

Biomarker Cotinine Gluruotiide (nmol/L) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

, 


MEAN, GEO MEAN 

NA.NA 

NA. NA 

NA, NA 

7.9.7.9 

NA. NA 

7.9.7.9 


SD.SE 

NANA 

NA, NA 

NANA 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

7.9 

NA 

7.9 


MIN, MAX 

NA, NA 

NANA 

NANA 

7.9,7.9 

NANA 

7.9,7.9 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, CEO MEAN 

! 1110.8,5596.2 

5896.8.5707.7 

8503.8.5651.7 

7.9,7.9 

7.9,7.9 

7.9, 7.9 


SD.SE 

9930.88, 5733,59 

1894.02, 1093.51 

7002.82,2858.89 

0.00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

12141.9 

5248.0 

6639.0 

7.9 

7.9 

7.9 


MIN, MAX 

704,6,20485.9 

4412.5,8030.0 

704.6,20485.9 

7.9,7.9 

7.9,7.9 

7.9,7.9 


5%, 95% 

704.6,20485.9 

4412.5, 8030.0 

704.6,20483.9 

7,9,7.9 

7.9,7.9 

7.9,7.9 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to tire upper limit of the 
BLQ (e.g., '<rl .234' will be used as 'l^ATforthe averages across visits within a subject thus eUminatig all BLQ values fertile overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE S TATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 262of?) 



Lab: INB1FO 

Bioitiarlcen 3-hydroxycotmine glucuronide (nmol/L) 

Timepoim: Weet I ____—- 

_ Smctera _ 

Characteristic_ Statistic _Male_ Female _ 0vcla11 


Nou-SmoTei'j __ 

Female_ Overall 


Caucasian 


N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 


3 

2967-6,2577.2 
1587.37.916.47 
3869.9 

1134.7,3898.1 

1134.7,3898.1 

0 


3 

3491.0,3364.4 

1069.44,617.44 

4093.9 

2256.7.4122.8 

2256.2.4122.8 
0 


6 

3229.3.2944.6 

1244,01,507.87 

3884.0 

1134.7,4122.8 
1134.7, 4122.8 
0 


1 

126 , 12.6 
NA, NA 
126 

126 126 
NA, NA 
0 


1 

23.5,23.5 
NA, NA 
23.5 

23.5,23.5 
NA, NA 
0 


2 

18.1,17.2 

7.71,5.45 

18.1 

126 23.5 
12,623.5 
0 


Project Number: 12226-8450 Created on 18MAR02 at 08:63 Printed on Tuesday, March 26, 2002 at 2:10 PM 


Page 262 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537843 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 263 of 3) 


Lab: 1NBIFO 

Biomarken 3-hydroitycotimne glucuronide (nmoFL) 
Timcpoinr. week 2 _ 


Characteristic 

Statistic 


Smokers 



Non-Smokeis 


Male 

Female 

Overall 

Mole 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

1 

0 

i 


MEAN, GEO MEAN 

5047.3,4630.8 

2475.5,2404.6 

3761.5,3336.9 

14,3,14.3 

NA, NA 

14,3, 14.3 


SD, SE 

2322.19, 1340.72 

758.18,437.73 

2090.68,853.52 

NA, NA 

NA, NA 

NA,NA 


MEDIAN 

5439.6 

2146.2 

2948.4 

14.3 

NA 

14.3 


MIN, MAX 

2553.9,7148.3 

1937.9,3342.8 

1937.9,7148.3 

14.3,14.3 

NA, NA 

14.3,14.3 


598,95% 

2553.9,7148.3 

1937.9, 3342.8 

1937.9,7148.3 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

0 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHK CHARACTERISTIC RACE 

(Page 264 of?) 


Lab; INBIFO 

Biomarker 3-hydroxycodnine glucuronide (nmol/L) 
Timepoint; Week 3 _ 


Char ail eristic 



Smokers 



Non-Smokers 


Slalislic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

0 

0 

0 


MEAN, GEO MEAN 

1746.4,9318 

2906.2.1703.6 

2442.3.1338.9 

NA, NA 

NANA 

NA.NA 


SD, SE 

2087.94,1476.40 

3474.95,2006.26 

2744.27,1227-28 

NA.NA 

NA NA 

NA NA 


MEDIAN 

1746.4 

1240.5 

1240.5 

NA 

NA 

NA 


MIN, MAX 

270.0.3222.8 

577.6,6900.4 

270.0, 6900,4 

NA NA 

NANA 

NA, NA 


5<fc, 95% 

270.0,32228 

577.6,6900.4 

270.0,6900.4 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

0 

0 

0 

NA 

NA 

NA 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-IIOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 265 of?) 



Lab: INBIFO 


Biomarken 3-hydrotycoliiiine glucuronide (nmol/L) 
Timepoint: Overall* _ 


Characteristic 

Statistic 


Smokers 



Non-Smokets 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

i 

i 

2 


MEAN. GEO MEAN 

3671.8.3122.2 

2957.6,2709.5 

3314.7,2908,5 

13.5,13,5 

23.5,23.5 

18.5, 17.8 


SD,SE 

2141.75, 1236.54 

1586.08,915.72 

1730.35.706.41 

NA.NA 

NA.NA 

7.07,5.00 


MEDIAN 

4186.8 

2212.8 

3199.8 

13.5 

23.5 

18.5 


MIN, MAX 

1319.5.5509.1 

1881.0,4779.0 

1319.5,5509.1 

13.5,13.5 

23.3,23.5 

13.5, 23.5 


5%, 95% 

1319,5.5509.1 

1881.0,4779.0 

13193,5509.1 

NA.NA 

NA, NA 

13.5, 23.5 


Overall values calculated by first averaging tte results across visits within a subject, then calculating the descriptive, statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g, '<1.234' will be used 3s '1.234) for the averages across visits within a subject thus eliminaig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag; 266 of 7) 


Lab: INBIFO 

Biomarksr 3-hydnoxycotinine glucuranide (nmol/24hr) 


Timepoint; Week 1 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 
SD.SE 

MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

3 

3721.690,3194.770 
2361.0700,1363.1600 
3391.350 

1543.192.6230.539 

1543.190.6230.540 

0 

3 

8108.770,7688.830 
3333.5000,1924,6000 
6926.300 

5527.690,11872.310 
5527.690,11872.300 

0 

6 

5915.230,4956.210 
3528.2700,1440.4100 
5879.110 

1543.192,11872,310 
1543.190,11872.300 

0 

1 

16.758, 16.758 
NA.NA 

16.758 

16.758, 16,758 

NA. NA 

0 

i 

76.375,76.375 
NA,NA 

76.375 

76.375,76375 

NA, NA 

0 

2 

46.567,35.776 

42.1556,29.8085 

46.567 

16.758,76.375 

16758, 76.375 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 267 of 7) 


Lab: INBIFO 

Biomaiker: 3-hydioxycotinine glueuronide (nmol/24hr) 
Timepoinl: Week 2_ 


Characteristic 

Statistic 


Smokers 



Nan-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

i 

0 

i 


MEAN, GEO MEAN 

5681.380,5563.190 

6271.350,5682320 

59763 60,5622.440 

24.024, 24.024 

NA.NA 

24.024,24,024 


SD.SE 

14723600,850.0660 

3564.4500.2057.9300 

2460.4200, 1004.4600 

NA.NA 

NA.NA 

NA, NA 


MEDIAN 

5058.830 

4614.330 

4840.690 

24.024 

NA 

24.024 


MIN, MAX 

4622,559,7362.749 

3837.042, 10362.680 

3837.042, 10362.680 

24.024, 24.024 

NA.NA 

24.024,24.024 


5%, 95% 

4622,560,7362.750 

3837.040,10362.700 

3837.040, 10362.700 

NA.NA 

NA* NA 

NA, NA 


BLQ Values Included 

0 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TtMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 268 of 7) 


Lab: INBDFO 

Biomaiker 3-hydras ycotmine glucuronide (nmoV24hr) 

Timepoint: Week 3 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

0 

0 

0 


MEAN. GEO MEAN 

2683.970,1364.280 

6826.630,3445.090 

5169.570.2378.380 

NA, NA 

NA, NA 

NANA 


SD,SE 

3268.7700,2311.3700 

8773.2300,5065.2300 

6804.7400,3043.1700 

NANA 

NA.NA 

NA NA 


MEDIAN 

2683.970 

2667.080 

2667.080 

NA 

NA 

NA 


MIN, MAX 

372.600,4995.340 

906.832, 16905.980 

372,600, 16905.980 

NANA 

NA, NA 

NA, NA 


54b, 954b 

372.600,4995.340 

906.832,16906.000 

372.600,16906.000 

NANA 

NA, NA 

NA NA 


BLQ Values Included 

0 

0 

0 

NA 

NA 

NA 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMASKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 269 of?) 



Lab: INB1FO 

Biomarken 3-hydroxyeotmine glucuroatide (nmoV24hr) 






Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 
SD, SE 
MEDIAN 

MIN, MAX 

5%, 95% 

3 

4485.980,4049.170 
2308.6000,1332.8700 
4481.840 

2179.450, 6796.640 
2179.450, 6796.640 

3 

7068.920,6006.500 
5180.6500,2991.0500 
4269.700 

3890.060,13047.000 
3890.060, 13047.000 

6 

5777.450,4931.670 
3856.0300,1574.2200 
4375.770 

2179.450,13047.000 
2179.450,13047.000 

i 

20.391,20.391 

NA, NA 

20.391 

20.391,20.391 

NA, NA 

i 

76.375,76.375 

NA, NA 

76.375 

76.375, 76.375 

NA NA 

2 

48.383, 39.463 
39.5867,27.9920 
48.383 

20.391,76.375 
20.391, 76.375 


' Overall values calculated by first averaging the. results across visits within a subject then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQfe.g.. ’<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminaiig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOJNT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pago 270of?) 


Lab: 1NBIFO 

Biomarker 3-hydroxycotinioe glucuronide (nmol/mg Creating 
Timepoim: Week l _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 
SD,SE 

MEDIAN 

MIN, MAX 

5%, 95% 

BLQ Values Included 

3 

2.390,2.200 

1.1220,0.6478 

2.383 

1.271,3.515 
1.271,3.515 

0 

3 

7.202,5.862 

5.9063, 3.4100 

3.938 

3.648,14.020 

3.648,14.020 

0 

6 

4.796.3.591 

4.6266,1.8888 

3.582 

1.271,14.020 

1.271, 14.020 

0 

1 

0.007,0.007 

NA, NA 

0.007 

0.007,0.007 

NA, NA 

0 

i 

0.055,0.055 

NA. NA 

0.055 

0.055,0.055 

NA, NA 

0 

2 

0.031, 0.020 
0.0339.0.0240 

0.031 

0.007,0.055 

0.007,0.055 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 271 of 7) 


Lab: INB1FO 

Biomarker. 3-hydroxycotinine glucuronide {nmol/mg Crealin) 
Timepoint: Week 2 ___ 


Characteristic 



Smokers 



Nan-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

i 

3 

6 

1 

0 

i 


MEAN, GEO MEAN 

4.734, 4.732 

5.261.4.14S 

4.998.4.431 

0.009,0.009 

NA, NA 

0.009,0.009 


SD.SE 

0.1509. 0.0871 

45 860,2.6477 

2,9163, 1.1906 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

4.814 

2.920 

4,687 

0.009 

NA 

0.009 


MIN, MAX 

4,560,4.828 

2318,10.545 

2318,10345 

0.009,0.009 

NA, NA 

0.009,0.009 


5%,95% 

4.560, 4.828 

2.318,10.545 

2.318,10.343 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

0 

0 

0 

0 

NA 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TJMBPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 272 of?) 


Lab: IN £5 If O 

Bkraarker: 3-hydroxycainine glucurooide (tvmoVmg Creatin) 

Timepoint: Week 3 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

0 

0 

0 


MEAN, GEO MEAN 

2.350,1.638 

6.477,1934 

4.826,2.324 

NA, NA 

NA, NA 

NA, NA 


SD,SB 

2,3822,1.6845 

85405,4.9308 

65574,2.9326 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

2,350 

2.547 

2.547 

NA 

NA 

NA 


MIN, MAX 

0.665,4.034 

0.609,16.275 

0.609,16175 

NA, NA 

NA, NA 

NA, NA 


5%, 95% 

0.665,4.034 

0.609.16.275 

0,609.16.275 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

0 

0 

0 

NA 

NA 

NA 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS UK 24-HOUR URINE BIO MARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 273 of?) 


Lab: INBIFO 

Biomarker: 3-hydrojtycotinine g1ucuronide(nniol/nigCreaiin) 
Ti rotspoint: Overall* _ 


Characteristic 



Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

1 

l 

2 


MEAN, GEO MEAN 

3.360,3.251 

6.313,4.540 

4.837.3.842 

0.008.0.008 

0.055.0.055 

0.032,0.021 


SD.SE 

0.9S96.0.5713 

6.3393. 3.6600 

4.3685,1.7834 

NANA 

NA NA 

0.0332,0.0235 


MEDIAN 

3.659 

3.135 

3.397 

0.008 

0.055 

0.032 


MIN, MAX 

2.255,4.165 

2.192.13.613 

2.192, 13.613 

0.008,0.008 

0.055,0.055 

0.008,0.055 


5%, 95% 

2255,4.165 

2.192,13.613 

2.192, 13.613 

NANA 

NANA 

0.008,0.055 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does net apply as the BLQ values were converted to the upper limit of the 
BLQ (c.g., '<1.234' will be used as '1.21-1') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABI.E 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Psgs 274 of ?) 


Lab: Madison 

Biom arker Total NN AL (pg/mLj 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amcricaii/Black 

N 

0 

1 

, 

1 

2 

3 


MEAN, GEO MEAN 

NA NA 

677.7, 677.7 

677.7, 677-7 

7.0. 7.0 

6.0, 60 

6.3,6.3 


SD, S£ 

NA,NA 

NA, NA 

NA. NA 

NANA 

0.00,0.00 

0.58,0.33 


MEDIAN 

NA 

677,7 

677.7 

7.0 

6j0 

60 


MIN, MAX 

NA, NA 

677.7,677.7 

677.7,677.7 

7.0,7.0 

60,6.0 

6.0,7.0 


5%, 95* 

NA, NA 

NANA 

NANA 

NA, NA 

6.0,60 

60, 7.0 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

28 

45 

28 

33 

61 


MEAN, GEO MEAN 

5324, 308J 

575.8.379.7 

559.4, 351.0 

14.2,7.6 

60,60 

9.8,67 


SD, SE 

500.33, 12135 

474.72,89.71 

479.34,71.46 

34.51,6.52 

0.17,0.03 

23.51,3.01 


MEDIAN 

445.5 

484.0 

475.2 

6.0 

6.0 

6.0 


MIN, MAX 

6.0,1773.9 

13.5.2045.7 

6,0,2045.7 

60, 185.7 

60, 7.0 

60, 185.7 


5%, 95* 

6.0,1773.9 

16.5, 1604.2 

16.5,1604.2 

6.0, 47.3 

60,60 

6.0,8.8 


BLQ Values Included 

1 

0 

1 

23 

32 

55 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA NA 

NANA 

6.0,60 

6.0, 60 


SD, SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

60 

6.0 


MIN, MAX 

NANA 

NA, NA 

NA NA 

NA, NA 

6.0, 6.0 

6.0,60 


5*. 95* 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

313.4,178.1 

313.4,178.1 

6.0,6.0 

NANA 

6.0,6.0 


SD, SE 

NA, NA 

359.06.207.31 

359.06,207.31 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

174.0 

174.0 

6.0 

NA 

60 


MIN, MAX 

na,na 

45.0,721.3 

45.0,'121.3 

6.0,6.0 

NA, NA 

60,6.0 


5», 95* 

NA.NA 

45.0, 721.3 

45.0,721.3 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

i 

NA 

1 
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TABLE 14.-1 8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 275 of?) 


Lab: Madison 

Biosnarken Tola! NNAL(pgZmL) 
Timepoinl: Week 3_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amerlcan/Blaclr 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

695.2,695.2 

695.2,695.2 

6,0,6.0 

6.0,6.0 

60,6.0 


SD.SE 

NANA 

NANA 

NA, NA 

NA NA 

0.00,0.00 

0.00,0,00 


MEDIAN 

NA 

695.2 

695.2 

6,0 

6.0 

6.0 


MIN, MAX 

NA, NA 

695.2,695.2 

695.2,695.2 

6.0,6.0 

6l0, 6.0 

6,0,60 


5%, 95* 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

6.0,6.0 

60, 60 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

427.5,286.6 

660.2,449.1 

566.0.374.5 

7.7,6,6 

7.3,6.7 

7.5, 6.6 


SD.SE 

313,45,76,02 

583.57, 116.71 

501.05,77.31 

7.80, 1.47 

4.88,0.85 

6.33,0.81 


MEDIAN 

415.9 

482.0 

426.6 

6.0 

6.0 

6.0 


MIN, MAX 

6.0, 12353 

303, 22213 

6R 2223.3 

60, 47.3 

6.0, 31.4 

6.0, 47.3 


5%, 95* 

6.0, 1235.3 

53.0, 1842,9 

53.0,1721.9 

6.0, 8.6 

6.0,17.7 

6.0,11.9 


BLQ Values Included 

i 

0 

1 

24 

30 

54 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA NA 

NANA 

6.0,6.0 

6.0, 6.0 


SD.SE 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

6.0 

6.0 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

6.0,60 

6.0, 60 


5%, 95* 

NANA 

NA NA 

NA. NA 

NA, NA 

NA NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NANA 

320.7, 232.4 

320.7, 232.4 

6.0,6,0 

NANA 

60,60 


SD.SE 

NANA 

320.52,185.05 

320,52,185.05 

NA, NA 

NA, NA 

NA, NA 


median 

NA 

153.3 

153.3 

6.0 

NA 

60 


MIN. MAX 

NA, NA 

118.6,690.3 

118.6,690.3 

6.0,6.0 

NA, NA 

6.0. 6.0 


5%, 95* 

NA NA 

118.6, 6903 

118.6,690.3 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pegp276of 7 ) 


Lab: Madison 

Biomarlcer. Tolal NNAL (pg/tnL) 
Timepoint: Overall* _ 


Srookerc____ ____Non-Smokers 


Characteristic 

Statistic 

Male- 

Female 

Overall 

Male 

Female 

Overall 

African AmericaiVBlack 

N 

0 

i 

i 

, 

2 

3 


MEAN, GF.O MEAN 

NA, NA 

686.5, 686.5 

686.5,6865 

6.5,65 

6.0.60 

6.2.6.2 


SD.SE 

NANA 

NANA 

NA NA 

NANA 

0.00.0.00 

0.29,0.17 


MEDIAN 

NA 

686.5 

686.5 

6.5 

6.0 

6.0 


MIN, MAX 

NA, NA 

686.5,686.5 

686.5,686.5 

65,65 

6.0,60 

6.0,6.5 


5%, 95% 

NA, NA 

NA NA 

NANA 

NANA 

6.0,6.0 

6.0, 65 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

486.9, 321.5 

597.2, 412.S 

554.0, 374.2 

10.9,7.4 

6.7. 6.4 

8.6. 6.9 


SD,SE 

362.20,85.37 

477.77,90.29 

435.29,64.18 

18.3$, 3.47 

144,0.42 

12.64,1.62 


MEDIAN 

385.6 

453.3 

433.9 

6.0 

60 

60 


MIN, MAX 

6.0,1230.7 

210,1663.1 

6.0,1663.1 

6.0, 95.9 

6.0.18.7 

6.0,95,9 


5%, 95% 

6.0,1230.7 

34.8, 1653.7 

34.8,1471.5 

6.0,47.3 

6.0, 11.9 

60,11.9 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA NA 

NANA 

NANA 

NA NA 

6.0,6.0 

6.0,6.0 


SD, SE 

NA NA 

NANA 

NANA 

NA NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

60 

6.0 


MIN, MAX 

NA, NA 

NANA 

NA.NA 

NANA 

6.0,6.0 

6.0,6.0 


5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

NANA 

NA NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

317.1,211.4 

317.1. 211.4 

6.0.6.0 

NANA 

6.0,60 


SD.SE 

NA NA 

339.11, 195,78 

339.11, 195.78 

NA NA 

NA NA 

NANA 


MEDIAN 

NA 

163.7 

163.7 

6.0 

NA 

6.0 


MIN, MAX 

NANA 

81.8, 705.8 

8L8,705.8 

60,6.0 

NANA 

6,0, 60 


5%, 95% 

NANA 

81.8,705.8 

81.8,705.8 

NANA 

NA, NA 

NA.NA 


* Ovcrr.il values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e c , '< 1 O vl will be used as M.234') far the averages across visits within a subject thuaeirminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 277 of 7) 


Lab: Madison 

Biomarfcec Total NNAL (pmot/L) 
Time point: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN. GEO MEAN 

NA.NA 

3239.4,3239.4 

3239.4,3239.4 

33.5,33.5 

287,28.7 

30,3.30.2 


SD,SE 

NA NA 

NANA 

NA NA 

NANA 

0.00,0.00 

2.77,1.60 


MEDIAN 

NA 

3239.4 

3239.4 

33.5 

287 

28.7 


MIN, MAX 

NA NA 

3239.4,3239.4 

3239.4,3239.4 

33,5,33.5 

287,28.7 

28.7,33.5 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NANA 

23.7,28.7 

287,33.5 


BLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

28 

45 

28 

33 

61 


MEAN, GEO MEAN 

2544.7, 1473.7 

2752.4, 1815.0 

2674.0,1677.6 

67,7.36.3 

28.8 288 

467, 32.0 


SD.SE 

2391.57,580.04 

2269.15, 428.83 

2291.26,341.56 

164.94,31.17 

0.84,0.15 

112.36,14.39 


MEDIAN 

21295 

2313.3 

2271.5 

28.7 

28.7 

28.7 


MIN, MAX 

28.7, 8479.2 

64.5,9778.4 

28.7,9778.4 

28.7. 887.6 

28,7,33.5 

2S.7,887.6 


5%, 95% 

28.7, 8479.2 

78.9,7668.1 

789,76681 

28.7,226.1 

28.7,287 

2S.7.42.1 


BLQ Values Included 

I 

0 

1 

23 

32 

55 

Nalive American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA.NA 

NA NA 

NANA 

NANA 

28.7,28.7 

28.7,28.7 


SD, SE 

NANA 

NANA 

NA, NA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

23.7 

287 


MOT. MAX 

NA NA 

NANA 

NANA 

NANA 

28.7,287 

28.7, 287 


5%, 95% 

NA, NA 

NANA 

NA. NA 

NA NA 

NA NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Oher 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

1498.2,851.2 

1498.2,851.2 

28.7, 287 

NA, NA 

28.7,287 


sd.se 

NA, NA 

1716.32,990-92 

1716.32,990.92 

NANA 

NA* NA 

NA.NA 


MEDIAN 

NA 

831.7 

831.7 

287 

NA 

28.7 


MIN, MAX 

NA. NA 

215.1. 3447.8 

215.1,3447.8 

28.7. 287 

NA na 

287. 287 


5%, 95% 

NANA 

215.1,3447.8 

215.1,3447.8 

NA NA 

na NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 278 of?) 


Lab: Madison 

Biomarker Tola] NNAL(pmol/L) 
Timepoinr. Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

1 

1 

1 

2 

3 



MFAN, GEO MEAN 

NANA 

3323. L 3323.1 

3323.1, 3323.1 

28.7, 28.7 

28.7,287 

28.7,28.7 



SD.SE 

NA, NA 

NANA 

NA NA 

NA, NA 

0.00,0.00 

0.00,0.00 



MEDIAN 

NA 

3323.1 

3323.1 

28.7 

28.7 

28.7 



MIN, MAX 

NA, NA 

3323,1,3323.1 

3323.1,3323.1 

28.7,28.7 

28.7,2S.7 

28.7, 28.7 



5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

28,7, 28.7 

28.7,28.7 



BLQ Values Included 

NA 

0 

0 

1 

2 

3 


Caucasian 

N 

17 

25 

42 

28 

33 

61 



MEAN, GEO MEAN 

2043.4, 1370.0 

3155,8,2146.8 

2705.5,1789.9 

36.6,31.7 

34.9,31.8 

35.7,31.8 



SD.SE 

1498.29, 363.39 

2789.45,557.89 

2395.05,369.56 

37.26,7.04 

23.30,4.06 

30.25,3.87 



MEDIAN 

1988.0 

2304.0 

2038.9 

28,7 

28.7 

287 



MIN, MAX 

28.7,5904,7 

145.8, 10627.4 

28.7,10627.4 

28,7,226.1 

28.7, 150.1 

28.7,226.1 



51b, 95% 

28.7, 5904.7 

253.3,8809.1 

253.3, 8230.7 

28.7,41.1 

28.7, 84.6 

28.7,56.9 



BLQ Values Included 

1 

0 

1 

24 

30 

54 


Naive American 

N 

0 

0 

0 

0 

1 

i 



MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

28.7,28.7 

28.7,28.7 



SD.SE 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

23.7 

28.7 



MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

28.7,28.7 

28.7, 28.7 



5%, 95% 

NA, NA 

NANA 

NA, NA 

NA. NA 

NA.NA 

NA. NA 



BLQ V dues Include d 

NA 

NA 

NA 

NA 

1 

1 


Olter 

N 

0 

3 

3 

1 

0 

1 



MEAN, GEO MEAN 

NA. NA 

1533,1, 1110.8 

1533.1. 1110.8 

28.7,28.7 

NA, NA 

28.7,28.7 



SD.SE 

NA, NA 

I532.0B, 884.55 

1532.08, 884.55 

NANA 

NA NA 

NA NA 



MEDIAN 

NA 

732.8 

732.8 

28.7 

NA 

28.7 



MIN, MAX 

NA, NA 

566.9,3299.6 

566.9, 3299.6 

28.7,28.7 

NANA 

28.7.28.7 



5%, 95% 

NA NA 

566.9.3299.6 

566.9,3299.6 

NA, NA 

NANA 

NA, NA 



BLQ Values Included 

NA 

0 

0 

1 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 279 of?) 


Lab: Madison 

Biomarker Total NNAL(pmobL) 

Timenoint: Overall* 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA NA 

3281.3.3281.3 

3281.3, 3281.3 

31.1,31.1 

287,287 

29.5,29.5 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA.NA 

0.00,0,00 

1.39,0.80 


MEDIAN 

NA 

3281.3 

3281.3 

31.1 

287 

28.7 


MIN, MAX 

NA, NA 

3251.3,3281.3 

3281.3,3281.3 

31.1,31.1 

287, 28.7 

287,31.1 


5%, 93% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

287,28.7 

28.7,31.1 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

2327.4,1536.6 

2854.3, 1971.8 

2648.1, 1788.5 

52.2,35.3 

31.9, 30.8 

41.2, 328 


SD, SE 

1731.30,403.07 

2283.71,431.58 

2080.66,306.78 

87.81,15.60 

11.64,2.03 

60,38 7.73 


MEDIAN 

1843.1 

2166.6 

2074.0 

28.7 

287 

287 


MIN, MAX 

28.7, 5882J 

105.2,7949.4 

287, 7949.4 

28.7, 458.2 

287, 89.4 

287, 4582 


3%, 95% 

28.7,3882.5 

166.1,7904.4 

166.1,7033.6 

28.7, 226.1 

28.7,56.7 

28.7, 56.7 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

287,28.7 

287,287 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

28.7 

28.7 


MIN, MAX 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

28.7,287 

28.7,287 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN. GEO MEAN 

NA, NA 

1515.7,1010.5 

1515.7,1010.5 

28.7,287 

NA, NA 

28.7,28.7 


SD.SE 

NA, NA 

1630.95,935.86 

1620.95,935.86 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

782.3 

7823 

28.7 

NA 

287 


MIN, MAX 

NA, NA 

391.0,3373.7 

391.0,3373.7 

287,287 

NA, NA 

287, 28.7 


5%, 95% 

NA, NA 

391.0,3373.7 

391.0,3373.7 

NA.NA 

NA.NA 

NA, NA 


* Overall values calculated by Fust averaging the results across visits within a subject, then calculating the descriptive statistics across subject?. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.,'<1.234' will be used as T.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 


Project Number; 12226-8450 Created on 1SHAH0Z at 08:53 Printed on Tuesday, torch Z6, 2002 at ztio PM 


Pag« 279 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537860 


TABLE 14.4 8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 280 of 7) 


Lab: Madison 

Biomarler Free NNAL(pgOnL) 
Tunepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smoke re 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amertaut/niark 

N 

0 

1 

1 

i 

2 

3 


MEAN, GEO MEAN 

NANA 

249.9,249.9 

249.9,249.9 

60,6.0 

6.0,6.0 

60,6.0 


SD.SE 

NANA 

NA, NA 

NANA 

NA NA 

0.00,0.00 

0.00,0.00 


MEDIAN 

NA 

249.9 

249.9 

60 

60 

6.0 


MIN, MAX 

NA,NA 

249.9,249.9 

249.9,249.9 

6.0, 6.0 

6.0,6.0 

6.0,60 


5%, 95% 

NA.NA 

NA, NA 

NANA 

NA NA 

60,60 

6.0,60 


BLQ V alues Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

121.7, 84.9 

163.9,119.8 

147.4, 104.7 

65,63 

6.3,6.2 

6.4,63 


SD.SE 

83.64.19.71 

115.27,21.78 

105.11,15.50 

2.70,0.51 

0.96 0-17 

1.95,0.25 


MEDIAN 

127,5 

150.8 

1364 

6.0 

6.0 

6.0 


MIN, MAX 

6,0,333.0 

60. 484.5 

6.0,484,5 

6.0, 20.3 

6a 9.6 

60,200 


5%, 95% 

69, 333.0 

11.4,463.9 

11.4,333.0 

6.0. 6.0 

6.0,9.6 

60, 85 


BLQ Values Included 

1 

I 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

1 

l 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6.0, 6.0 

60,6,0 


SD.SE 

NA, NA 

NA, NA 

NANA 

NA. NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

60 

6.0 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

60,6.0 

60.60 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NA.NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Oilier 

N 

0 

3 

3 

1 

0 

1 


MEAN, CEO MEAN 

NA, NA 

157.9,102.9 

157.9, 102.9 

60,6.0 

NA, NA 

6.0,6.0 


SD, SE 

NA, NA 

167.01.9642 

167.01,96.42 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

9L7 

91.7 

6.0 

NA 

6.0 


MIN, MAX 

NA. NA 

34.2.347.9 

34.2,347.9 

60, 60 

NANA 

60,6.0 


5%, 95% 

NA, NA 

342, 347,9 

34.2, 347.9 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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Lab: Madison 

Biomarker: Free NNAL (pghnL) 
Time point: Week 3 _ 

_Characteristic 


African American/BIack 


Caucasian 


Native American 


Other 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Page 281 of?) 


Smokers 


Statistic 

N 

Male 

0 

Female 

i 

MEAN, GEO MEAN 

NA, NA 

280.4,280.4 

SD, SE 

NANA 

NANA 

MEDIAN 

NA 

280.4 

MM, MAX 

NANA 

280.4,280.4 

5%, 95% 

NANA 

NANA 

BLQ Values Included 

NA 

0 

N 

17 

25 

MEAN, GEO MEAN 

122.7,89.1 

185.1, 153.0 

SD, SE 

81.19,19.69 

117.92,2358 

MEDIAN 

134.6 

160.8 

MIN, MAX 

60,290.8 

28.2,485.1 

5%, 95% 

60,290.8 

45.6411.9 

BLQ Values Included 

1 

0 

N 

0 

0 

MEAN, GEO MEAN 

NA, NA 

NA, NA 

SD, SE 

NANA 

NA, NA 

MEDIAN 

NA 

NA 

MIN, MAX 

NANA 

NANA 

5%, 95% 

NA, NA 

NANA 

BLQ Values Included 

NA 

NA 

N 

0 

3 

MEAN, GEO MEAN 

NANA 

140.8,100.1 

SD, SE 

NA, NA 

144.69,83.54 

MEDIAN 

NA 

625 

MIN. MAX 

NA, NA 

52.2,307.8 

5%, 95% 

NA, NA 

52.2 307.8 

BLQ Values Included 

NA 

0 


Noa-Smokeis 


Overall _Male_Female 


1 

1 

2 

280.4,280.4 

60,6.0 

6.0.60 

NANA 

NANA 

0.00,0.00 

280,4 

6.0 

60 

280.4,280.4 

6.0,60 

6.0,60 

NANA 

NANA 

6.0,60 

0 

1 

2 

42 

28 

33 

159.8.122.9 

89,7.1 

61,61 

108.04,16-67 

9.44,1.78 

0.78,0.14 

144.2 

60 

6.0 

6.0,485.1 

6.0,424 

6.0,10.5 

28.2,405.1 

6.0,40.7 

6.0,60 

l 

25 

32 

0 

0 

1 

NA NA 

NANA 

6.0,60 

NA, NA 

NANA 

NA, NA 

NA 

NA 

60 

NA, NA 

NA, NA 

6.0,6.0 

NANA 

NA, NA 

NANA 

NA 

NA 

1 

3 

i 

0 

140.8,100.1 

6.0.60 

NA,NA 

144.69,83.54 

NANA 

NANA 

625 

D.0 

NA 

52,2 307.8 

6.0,6.0 

NA, NA 

52.2 307.8 

NANA 

NA, NA 

0 

1 

NA 


Overall 


3 

6.0,6.0 
0,00,0.00 
6.0 

6.0,6.0 
60,6.0 
3 

61 

7.4, 66 
6.51,0.83 
6.0 

6.0,42.4 
6.0,10.5 
57 


6 . 0 , 6.0 
NA, NA 
6.0 

60.6.0 
NA, NA 
1 

1 

6 . 0 , 6.0 
NANA 
6.0 

6.0, 6.0 
NANA 
1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-IIOURURINE BIOMARKERS OF EXPOSURE BYT1MEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 282 of 2) 


Lab: Madison 

Biomarten Free NNAL (pg’mL) 

Timcpoint: Overall" 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericatVBlack 

N 

0 

1 

1 

i 

2 

3 


MEAN, GEO MEAN 

NANA 

265.2,265.2 

265.2,265.2 

6.0,6.0 

6.0.60 

6.0.60 


SD, SE 

NA, NA 

NA, NA 

NANA 

NANA 

0.00,0.00 

0.00,0.00 


MEDIAN 

NA 

265,2 

265.2 

6.0 

6.0 

6.0 


MIN, MAX 

NA, NA 

265.2,265.2 

265.2,265.2 

60,6.0 

60,60 

60,6.0 


5%, 9546 

NANA 

NA, NA 

NANA 

NA, NA 

60,60 

60,6,0 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

122.7,92.8 

170.1.136.1 

151.6,117.2 

7.7,7.0 

62,62 

69,65 


SD, SE 

68.42, 16.13 

111.41,21.05 

98.81,14.57 

4.84,0.91 

0.61,0.11 

3.36,0.43 


MEDIAN 

135.9 

152.1 

138.9 

6.0 

6.0 

6.0 


MIN, MAX 

6.0,233.8 

17.1,474.5 

6.0,474.5 

6,0,24.2 

60, 8.3 

60, 24,2 


5%, 95% 

6.0, 233.8 

28.5,444.8 

20.9,351,6 

60,23.4 

6.0,7.8 

6.0, 11.4 

Naive American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

NA. NA 

NA NA 

NA, NA 

60, 6.0 

60,60 


SD, SE 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

6.0 

60 


MIN, MAX 

NA, NA 

NA, NA 

NA NA 

NA, NA 

60,60 

60,6.0 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

149.4,104.5 

149.4,104.5 

6.0,60 

NA. NA 

6.0.60 


SD,SE 

NA, NA 

155.01,89.49 

155.01,89.49 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

72.0 

72.0 

6.0 

NA 

60 


MIN, MAX 

NANA 

48.4, 327.9 

48,4,327.9 

6.0,60 

NA, NA 

6.0, 60 


5%, 95% 

NANA 

48.4,327.9 

48.4,327.9 

NA, NA 

NA, NA 

NA.NA 


' Overall values calculated by first averaging the results across visits within a subject, then (-alailating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of tire 
BLQ (e.g.,'<1,234' willbe used as '1.234’) fortlre averages across visits within asubject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC. RACE 

<Pagc 283 of 7) 


Lab: Madison 

Biomarker: Free NNAL(pmoVL) 
Timepcinl: Week I_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1194.5, 1194.5 

1194.S, 1194.5 

28.7,28.7 

28.7, 28.7 

28.7, 28.7 


SD.SE 

NA.NA 

NA. NA 

NA. NA 

NA. NA 

0.00. 0.00 

0.00.0.00 


MEDIAN 

NA 

1194,5 

1194.5 

28.7 

28.7 

287 


MIN, MAX 

NA, NA 

H94.5,1194.5 

1194.5,1194.5 

28.7,28.7 

28.7, 28.7 

28.7,28.7 


5*, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

28.7, 287 

28.7,28.7 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

581.6,405.8 

783.3,572.6 

704.3,500.4 

31.1,30.0 

30.1,29.8 

30.6,29.9 


SD, SE 

399.78,94.23 

550.97,104.12 

50241,74.08 

1291, 2.44 

4.57, 0.80 

9.29, 1.19 


MEDIAN 

609.5 

720.6 

652.0 

28.7 

28.7 

28.7 


MIN, MAX 

28.7,1591.7 

28.7,2315.9 

28.7, 2315.9 

28.7,97.0 

287, 45.9 

28.7, y7.0 


5%, 95% 

28.7, 1591.7 

54.5,22 J 7.4 

54.5,1591.7 

28.7,26,7 

28.7, 45.9 

28.7,40.6 


BLQ Values Included 

l 

i 

2 

27 

30 

57 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

28.7,28.7 

28.7,28.7 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

28.7 

28.7 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

28.7,28 7 

28.7, 287 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

754,9,492.1 

754.9,4921 

28.7,28.7 

NA, NA 

28.7,28,7 


SD, SE 

NA, NA 

798.32,460.91 

79 S.32 460.91 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

438.3 

438.3 

28.7 

NA 

287 


MIN, MAX 

NA, NA 

163.5, 1663.0 

163.5,1663,0 

28.7,28.7 

NA, NA 

287,287 


5%. 95% 

NA. NA 

163.5, 1663.0 

163.5,1663.0 

NA, NA 

NA, NA 

NA. NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 284of?) .. 


Lab: Madison 

Biumarker: Free NNAL (pmol/L) 

Timcpoini: Week. 3 _ 

Smokers 

_ Characteristic _ Statistic _Male_female Overall 


African Americaiv’Black 

N 

0 

1 

I 


MEAN, GEO MEAN 

NA. NA 

1340.3, 1340.3 

1340.3, 1340.3 


SD.SE 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

1340.3 

1340.3 


MIN, MAX 

NANA 

1340.3,1340.3 

1340.3,1340.3 


5%, 95% 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

Caucasian 

N 

17 

25 

42 


MEAN, GEO MEAN 

586.3,426.0 

884.6,731.2 

763.9.587.6 


SD,SE 

388.07,94.12 

563.66, 112.73 

516.44,79-69 


MEDIAN 

643.4 

768.6 

689.0 


MIN, MAX 

28.7, 1390.0 

134.8,2318.8 

28.7,2318.8 


S%, 95% 

28.7, 1390.0 

218.0,1968.9 

134,8,1936.4 


BLQ Values Included 

I 

0 

1 

Native American 

N 

0 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 


SD, SE 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 


MIN, MAX 

NA, NA 

NA, NA 

NANA 


5%, 95% 

NANA 

NANA 

NANA 


BLQ Vallies Included 

NA 

NA 

NA 

Other 

N 

0 

3 

3 


MEAN, GEO MEAN 

NA NA 

673.2,478.7 

673.2,478.7 


SD.SC 

NA, NA 

691.61, 399-30 

691.61,399.30 


MEDIAN 

NA 

298.8 

298.8 


MIN, MAX 

NANA 

249.5, 1471.3 

249.5, 1471.3 


5%, 95% 

NANA 

249.5.1471.3 

249.S, 1471.3 


BLQ Values Included 

NA 

0 

0 


Male 


l 

28.7,28.7 
NA, NA 
28.7 

28.7, 28l7 
NA, NA 
1 


28 

42.7, 34.2 
45.10,8.52 

28.7 

28.7,202.7 

28.7, 194.5 
25 


0 

NANA 
NA, NA 
NA 

NANA 
NA, NA 
NA 

1 

28.7,28.7 
NA, NA 
28.7 

28.7,28.7 
NANA 
1 


Non-Smokers 

Female 

2 

28.7.28.7 

0.00.0.00 

287 

28.7.28.7 

28.7.28.7 
2 

33 

29.4.29.2 
3.74,0.65 

28.7 

28.7.50.2 

28.7.28.7 
32 

1 

28.7,28.7 

NANA 

28.7 

28.7,28.7 
NA, NA 


0 

NA, NA 
NA, NA 
NA 

NA, NA 
NANA 
NA 


Overall 


3 

28.7,28.7 
0 . 00 , 0.00 
28.7 

28.7, 28.7 

28.7.28.7 
3 

61 

35.5,31.4 

31,10,3.98 

28.7 

28.7.202.7 
28.7,50.2 

57 

1 

28.7.28.7 
NANA 

28.7 

28.7.28.7 
NA, NA 

1 

1 

28.7.28.7 
NA NA 

28.7 

28.7, 28.7 
NANA 
1 


i 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 285 of?) 


Lab: Madison 

Biomarken Free NNAL (pmol/L) 
Timepoinl: Overall’_ 


Characteristic _Statistic_Male 


Smok ers___ Non-Smokers _ 

Female _ Overall _ Male _ Female _Overall 


African American/Black 

N 

0 


MEAN, GEO MEAN 

NA, NA 


SD.SE 

NANA 


MEDIAN 

NA 


MIN, MAX 

NA, NA 


5%, 95% 

NANA 

Caucasian 

N 

18 


MEAN, GEO MEAN 

586.6, 443.3 


SD.SE 

327.02.77.08 


MEDIAN 

649.5 


MIN, MAX 

28.7,1117.6 


5%, 95% 

28.7,1117.6 

Native American 

N 

0 


MEAN, GEO MEAN 

NA, NA 


SD,SE 

NANA 


MEDIAN 

NA 


MIN, MAX 

NANA 


5%, 95% 

NA NA 

Other 

N 

0 


MEAN, GEO MEAN 

NA, NA 


SD, SE 

NANA 


MEDIAN 

NA 


MIN, MAX 

NANA 


5%, 95% 

NA NA 


1 

1 

1 

1267.4, 1267.4 

1267,4,1267.4 

28.7, 28,7 

NANA 

NANA 

NANA 

1267.4 

1267.4 

28.7 

1267.4, 1267.4 

1267.4, 1267.4 

28.7,28.7 

NANA 

NA, NA 

NANA 

28 

46 

28 

813.1,650.6 

724.5,559.9 

36.9,33-3 

531SS, 100.65 

472.30,69.64 

23,08,4.36 

726.7 

663.9 

28.7 

81.8,2268.1 

28.7,2268.1 

28.7,115.7 

136.3, 2126.2 

99.9,1680.7 

28.7,111.6 

0 

0 

0 

NA, NA 

NANA 

NANA 

NA. NA 

NA, NA 

NA, NA 

NA 

NA 

NA 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

NANA 

3 

3 

1 

714.1, 499.5 

714.1, 499.5 

28.7, 28.7 

740.95. 427.79 

740.95,427.79 

NA, NA 

343.9 

343.9 

28.7 

231.2, 1567.2 

231.2,1567.2 

28.7, 28.7 

231.2,1567.2 

231.2.1567.2 

NANA 


2 

28.7.28.7 

0.00,0.00 

28.7 

28.7, 28.7 

28.7.28.7 

33 

29.7.29.6 
2.88.0.50 

28.7 

28.7, 39.5 
28.7,37.3 

I 

28.7.28.7 
NA, NA 

28.7 

28.7,28.7 
NANA 

0 

NANA 

NANA 

NA 

NANA 

NANA 


3 

28.7, 28.7 

0.00, 0.00 

28.7 

28.7, 28.7 

28.7, 28.7 

61 

33.0, 31.3 
16.03, 2.05 

28.7 

28.7, 115.7 
28.7,54.3 

1 

28.7, 28.7 
NA, NA 

28.7 

28.7.28.7 
NANA 

I 

28.7, 28.7 
NANA 

28.7 

28.7.28.7 
NANA 


Overall values cakuktedby first averagingthe results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (c.g., <1.234 will be used as 1,234’) for the averages across vis its within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEP0INT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pag: 286 of?) 


Lab: Harrogate 

Biomarken Total Nicotine (ng'mL) 

Timepoim: Week 1 _ 

_ Smokers _ 

_ Characteristic _Statistic ~~ Malt Female Overall Male 


African Americaa/BJack 

N 

0 

1 

1 

1 


MEAN, GEO MEAN 

NA.NA 

2158.8,2158.8 

2158.3,2158.3 

1.0,1.0 


SD.SE 

NANA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2158.8 

2158.8 

1.0 


MIN, MAX 

NA, NA 

2158.8,2158.8 

2158.8,2158.8 

1.0,1.0 


5%, 95% 

NA.NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

Caucasian 

N 

18 

28 

46 

28 


MEAN, GEO MEAN 

1588.4. 98Sl2 

1696.2.916.9 

1654.0, 943.5 

4,0,2.0 


SD,SE 

1414.79, 333.47 

1884.90.356.21 

1700.21.250.68 

6J2,1.23 


MEDIAN 

1284.7 

850.1 

1000.4 

1.2 


MIN, MAX 

15.7,5625.0 

42.3, 8096.4 

15.7, 8096.4 

1.0,23.2 


5%, 95% 

15.7,5625.0 

153.9,5070.3 

153.9,5070.3 

1.0,226 


BLQ Values Included 

0 

0 

0 

13 

Native American 

N 

0 

0 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 


SD, SE 

NA, NA 

NANA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 


MIN. MAX 

NA, NA 

NA NA 

NA.NA 

NA, NA 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

Other 

N 

0 

3 

3 

l 


MEAN, GEO MEAN 

NANA 

795.4, 441.5 

795.4,441,5 

1,0,1.0 


SD.SE 

NA, NA 

849.45,490.43 

849.45,490.43 

NA, NA 


MEDIAN 

NA 

360.1 

560,1 

1.0 


MIN, MAX 

NA, NA 

B&4,1737,7 

88.4, 1737.7 

1.0,1.0 


5%. 95% 

NA, NA 

88.4,1737.7 

88.4, 1737,7 

NA NA 


BLQ V alues Included 

NA 

0 

0 

1 


Nop-Smokcis 

Female 


2 

1.0,1.0 
0.00,0.00 
1.0 

1 . 0 , 1.0 
1.0,1.0 
2 


33 

1.2,1.1 
0.80,0.14 
1.0 

1.0,5.4 
1.0,2.1 
26 

1 

1.0,1.0 
NANA 
1.0 

1.0,1.0 

NANA 


0 

NA, NA 
NA HA 
NA 

NA, NA 
NA, NA 
NA 


Overall 


3 

1.0,1.0 
0.00,0,00 
1.0 

1.0.1.0 
1.0, 1.0 
3 

61 

2.5, IJ 
4.64, 0.50 
1.0 

1.0,23.2 
1 . 0 , 8.8 
39 

I 

1.0,1.0 
NA, NA 
1.0 

1.0,1.0 
NA, NA 
1 

I 

1.0,1.0 
NA, NA 
1.0 

1.0, 1.0 
NA.NA 
1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TiMEPOCNT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 287 of 7) 


Lab: Harrogate 

Bicmarker Total Nicotine (ngfmL) 
Timepoint: Week 2 _ 


Smokerc _ _Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 



African American/Black 

N 

0 

1 

1 

1 

2 



MEAN, GEO MEAN 

NA, NA 

2238.2, 2238.2 

2238.2,2238.2 

1.0,1,0 

1.0, 1.0 

1.0, 1.0 


SD.SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.00,0.00 

0.00,0.00 


median 

NA 

2238.2 

2238.2 

1.0 

1.0 

1.0 


MIN. MAX 

NA, NA 

2238.2,2238.2 

2238.2,2238.2 

1.0,1.0 

1.0, 1.0 

1.0,1.0 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.0, 1.0 

1.0, 1.0 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

]8 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

1772.2,1162.4 

1844.0. 1124.7 

1815.3,1139.6 

6.2, 1.7 

1.2,1.1 

3.5, 1.4 


SD.SE 

1309.83,308.73 

2212.85,425.86 

1886.17,281.17 

22.81,4.31 

0.59,0.10 

15.52.1.99 


MEDIAN 

1350.6 

1096.3 

1304.2 

1.0 

1.0 

1.0 


MIN, MAX 

11.9,5120.6 

151.2, 10733.1 

11.9, 10733.1 

1.0.122.3 

1.0,3.6 

1.0,122.3 


5%, 95% 

11.9,5120.6 

192.0,6116_5 

192.0,5120.6 

1.0,6.8 

1.0,2.8 

1.0,5.1 


BLQ Values Included 

0 

0 

0 

17 

30 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

1.2. 1,2 

1.2. 1.2 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.2 

1,2 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.2, 1.2 

1.2,1.2 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

(Xher 

N 

0 

3 

3 

i 

0 

] 


MEAN, GEO MEAN 

NA, NA 

1338.4,47312 

1338.4,473.2 

1.0, 1.0 

NA. NA 

1.0,1.0 


SD.SE 

NA, NA 

1985.81,1146.51 

1985.81,1146.51 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

283.0 

283.0 

1.0 

NA 

1.0 


MIN, MAX 

N.A.NA 

103.2,3629.1 

103.2,3629.1 

1.0,1.0 

NA.NA 

LO, 1.0 


5%. 95% 

NA. NA 

103.2, 3629.1 

103.2,3629.1 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR urine biomakkers of exposure by timepoint for demographic characteristic- race 

(Page 288 of?) 


Lab: Harrogate 

Biomarker: Total Nicotine (ng/mL) 
Timepoint: Week 3 _ 

_Characteristic_ 


African AmericanyBlack 


Caucasian 


Native American 


Other 


Statistic 


N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95 % 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD,SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 


N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5%, 95% 

BLQ Values Included 
N 

MEAN, GEO MEAN 
SD.SE 
MEDIAN 
MIN, MAX 
5*. 95% 

BLQ Values Included 


Male 


0 

NA, NA 
NANA 
NA 

NANA 

NANA 

NA 


17 

1439.8.874.6 
1095.85,265.78 

939.3 

9.6.3515.6 
9.6,3515.6 

0 

0 

NANA 

NANA 

NA 

NANA 

NANA 

NA 


0 

NA NA 
NANA 
NA 

NA.NA 
NA. NA 
NA 


Smokers 

Female 


I 

3661.6,3661.6 
NANA 
3661.6 

3661.6.3661.6 
NANA 

0 

25 

1718,8,1225.1 
1310.21,262.04 
1317.5 

51.2.4831.6 
447.3, 4652.5 

0 

0 

NA. NA 
NA, NA 
NA 

NA, NA 
NA, NA 
NA 

3 

1001.2.708.6 
1004.87,580.16 

551,1 

300.0,2152.4 
300.0,2152.4 
0 


Overall 

1 

3661.6, 3661,6 
NANA 
3661.6 

3661.6,3661,6 
NA, NA 
0 

42 

1605.9,1068.9 
1221.76,188.52 
1301.9 

9.6.4831.6 
253.9,3911.0 

0 

0 

NA, NA 
NA, NA 
NA 

NA NA 
NA NA 
NA 

3 

1001.2.708.6 
1004.87,580.16 

331.1 

300,0, 2152.4 
300.0,2152.4 
0 


Male 

1 

1.0,1,0 
NA, NA 
1.0 

1.0, 1.0 
NA, NA 
1 

28 

2.0,1.4 
2.78.0.52 
1,0 

1.0, 15.2 
1.0,5.9 
17 

0 

NANA 
NA, NA 
NA 

NA. NA 
NANA 
NA 

1 

1.0,1.0 
NA.NA 
1,0 

1.0, 1.0 

NA NA 


Non-Smokers 


Female 

Overall 

2 

3 

1.0,1.0 

1,0,1.0 

0,00,0.00 

0.00,0.00 

1.0 

1.0 

1.0.1.0 

1.0, 1.0 

1.0,1.0 

1.0, 1.0 

2 

3 

33 

61 

1.0,1.0 

15, 1.2 

0.20,0.03 

1.93,0,25 

1.0 

1.0 

1.0,21 

1.0,15.2 

1.0,1.3 

1,0,21 

31 

48 

1 

1 

1.4,1.4 

1.4, 1.4 

NANA 

NA.NA 

1.4 

1.4 

1.4,1.4 

1.4, 1.4 

NA, NA 

NA, NA 

0 

0 

0 

1 

NANA 

1.0. 1.0 

NANA 

NANA 

NA 

1.0 

NANA 

1.0, 1.0 

NA NA 

NA, NA 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 289 of?) 


Lab; Harrogate 

Biotnarker: Total Nicotine (ngfmL) 
Tiinepoint: Overall' _ 


Characteristic 



Smofcets 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

, 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

2686 12686.2 

2686.2, 2686.2 

1.0,1.0 

1.0,1.0 

1.0, 1.0 


SD.SE 

NANA 

NANA 

NANA 

NANA 

0.00, 0.00 

0.00.0.00 


MEDIAN 

NA 

2686.2 

2686.2 

1.0 

1.0 

1.0 


MIN, MAX 

NA,NA 

2686.126862 

2686.12686.2 

1.0,1.0 

1.0, 1.0 

1.0. 1.0 


5%, 95% 

NA, NA 

NA NA 

NANA 

NA, NA 

1.0, 1.0 

1.0, 1.0 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

16195.1090.0 

1691.8, 1070.4 

16635. 1078.1 

4.1,1.9 

LI, 1.1 

2.5, 1.4 


SD, SE 

1100.15,259.31 

1688.09,319.02 

1472.51 217.11 

9.15,1.73 

0.42,0.07 

6.32,0.81 


MEDIAN 

1178.2 

1264.1 

I2I6.9 

1.2 

1.0 

1.0 


MIN, MAX 

114,37S3.9 

81.6,7887,0 

12.4,7887.0 

1.0,48,6 

1.0,3.0 

1.0,48.6 


5%, 95% 

114,3783.9 

218.7.40371 

218.7,3865.6 

1.0,13.0 

1.0,2.0 

1.0, 45 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

1.2,1.2 

1.2, 1.2 


SD.SE 

NA, NA 

NA NA 

NA, NA 

NANA 

NANA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.2 

1.2 


MIN, MAX 

NA, NA 

NANA 

NA NA 

NA, NA 

1.2,1.2 

1.2,1.2 


5%, 95% 

NA, NA 

NA.NA 

NA NA 

NA, NA 

NANA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

1045.0 575.8 

1045.0. 575.8 

1.0, 1.0 

na f na 

1.0, 1.0 


SD.SE 

NANA 

1274.51,735,84 

127451,735.84 

NA NA 

NA.NA 

NA NA 


MEDIAN 

NA 

464.7 

464.7 

1.0 

NA 

1.0 


MIN, MAX 

NA NA 

163.9.25064 

163.9,2506.4 

1.0, 1.0 

NANA 

1.0, 1.0 


5%, 95% 

NANA 

163.9,2506.4 

163.9,2506.4 

NA.NA 

NANA 

NA, NA 


■ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply ret tbr BLQ values were converted to the upper limit of tie 
BI,Q(e.g,,'<1234' will be used as T ■2341 for the averages across visits within a subject thus eliminatig all BLQ values forthe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-1IOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(K& 290of?) 


Lab; Harrogate 

Bio marker Total Nicotine (nmol/L) 
Time point'- Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

i 

i 

1 

2 

3 



MEAN. GEO MEAN 

NA.NA 

13309.0, 13309.0 

13309.0,13309.0 

6.2,6.2 

62,62 

6.2,6.2 



SD, SB 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.00,0.00 

0.00,0.00 



MEDIAN 

NA 

13309.0 

13309.0 

6.2 

6.2 

6,2 



MIN. MAX 

NA, NA 

13309.0,13309.0 

13309.0, 13309.0 

62, 6.2 

62,6.2 

6.2, 62 



5%. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6.2,62 

62, 6.2 



BLQ Values Included 

NA 

0 

0 

i 

2 

3 


Caucasian 

N 

13 

28 

46 

28 

33 

61 



MEAN, GEO MEAN 

9792.4, 6080.2 

10457.2,56529 

10197.0,5816.4 

24.9,12.4 

7.6,7.0 

15.5, 9.1 



SD, SE 

8722.19,2055.84 

11620.40,2196.05 

10481.80,1545.45 

40.20,7.60 

4.90,0,85 

28.57, 3.66 



MEDIAN 

7919.9 

5240.6 

6167.2 

7.4 

6.2 

6.2 



MIN, MAX 

96.8,34678.1 

260.8,49914.3 

96.8,49914.3 

6.2, 143.0 

6.2.33.3 

62,143.0 



5%, 95% 

96.8,34678.1 

94$.8,31258.4 

948.8,31258.4 

62, 139,3 

62,12.9 

62, 54.3 



BLQ Values Included 

0 

0 

0 

13 

26 

39 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA. NA 

6,2,62 

6.2, 6.2 



SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 



MEDIAN 

NA 

NA 

NA 

NA 

62 

6.2 



MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

62,6.2 

6.2, 6.2 



5%, 95% 

NA, NA 

NA, NA 

NA. NA 

NA.NA 

NA, NA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 


Otter 

N 

0 

3 

3 

1 

0 

I 



MEAN, GEO MEAN 

NA NA 

4903.6,2721.7 

4903.6, 2721.7 

6.2,62 

NA, NA 

62,62 



SD, SE 

NA, NA 

5236.87.3023.51 

5236.87,3023.51 

NA, NA 

NA.NA 

NA, NA 



MEDIAN 

NA 

3453.0 

3453.0 

6.2 

NA 

6.2 



MIN. MAX 

NA.NA 

545.0.107129 

545.0,10712.9 

6.2,6,2 

NA, NA 

62,6.2 



5%, 95% 

NA, NA 

545.0, 10712.9 

545.0,10712.9 

NA.NA 

NA, NA 

NA, NA 



BLQ Values Included 

NA 

0 

0 

i 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BTOMARKERS OF EXPOSURE BY T1MEP01NT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 291 of?) 


I 


I 

j 


Lab: Harrogate 

Biomarker: Total Nicotine (nraol/L) 

Timepoim: Week 2 __ 

_ Smokos . . 

— - Characteristic — _ Statistic _ Male _ Female _Overall_ Male 


African American/Black 

N 

0 

1 

1 

] 


MEAN, GEO MEAN 

NA. NA 

13798.5, 13798.5 

13798.5, 13798.5 

62,62 


SD, SE 

NA, NA 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

13798.5 

13798.5 

62 


MIN, MAX 

NA, NA 

13798.5, 13798.5 

13798.5, 13798.5 

62,62 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

Caucasian 

N 

18 

27 

45 

28 


MEAN, GEO MEAN 

10925.7,71662 

11368.6 6933.7 

11191.4,7025.8 

38.3, TO.7 


SD, SE 

8075.10,1903.32 

13642.20,2625.45 

11628.20, 1733.44 

140.65, 261 


MEDIAN 

8326.5 

6758.7 

8040.4 

62 


MIN, MAX 

73.4,315665 

932.1,66169.6 

73.4,66169.6 

6.2,754.0 


5%, 95% 

73.4,31568.5 

1183.7,37708.2 

1183.7,315685 

6.2,41.9 


BLQ Values Included 

0 

0 

0 

17 


Non-S motets 
Female 

2 

6.2, 6.2 
0.00,0.00 
6.2 

6 . 2 , 6.2 
62,6.2 
2 

33 

7.3,68 

3.64,0.63 

62 

62,22.2 
62,17.3 
30 


Native American N 0 

MEAN, GEO MEAN NA,NA 

SD, SE NA, NA 

MEDIAN NA 

MIN, MAX NA, NA 

5%, 95% NA, NA 

BLQ Values Included NA 

Other N 0 

MEAN, GEO MEAN NA, NA 

SD, SE NA, NA 

MEDIAN NA 

MIN, MAX NA, NA 

5%, 95% NA, NA 

BLQ Vallies Included NA 


0 

0 

0 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA 

NA 

NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA 

NA 

NA 

3 

3 

1 

8251.4,2917.5 

8251.4,2917.5 

62,62 

1224250,7068.23 

1224250, 7068.23 

NANA 

1744.7 

1744.7 

62 

636.2,22373.4 

636.2 22373.4 

62, 6,2 

6362,22373.4 

636.2 22373.4 

NA, NA 

0 

0 

1 


1 

7.4,7.4 
NA, NA 
7.4 

7.4, 7.4 
NA, NA 
0 

0 

NA, NA 
NA, NA 
NA 

NA, NA 
NA, NA 
NA 


Overall 


3 

62, 6.2 
0.00,0.00 
62 

6 . 2 . 6.2 
6 . 2 , 6.2 
3 

61 

21.5, 8.4 
95.66, 12,25 
6.2 

6,2, 754.0 

62.31.4 
47 

I 

7.4.7.4 
NA, NA 

7.4 

7.4.7.4 
NA, NA 

0 


1 

62,6.2 
NA, NA 
62 

62,6.2 
NA, NA 
1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BLOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 292 of 7) 


Lab: Harrogate 

Biomarker: Total Nicotine (nmoVL) 
Timepoint: Week 3 _ 


Characteristic 




Smokers 



Non-Smokers 

Statistic 

Male 

Female 

Overall 

Male 

Female 


Overall 


African American/Black 

N 

0 

1 


MEAN, GEO MEAN 

NA, NA 

22573.8,22573.8 


SD.SE 

NANA 

NANA 


MEDIAN 

NA 

22573.8 


MIN, MAX 

NA, NA 

22573.8,22573.8 


5%, 95% 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

Caucasian 

N 

17 

2S 


MEAN, GEO MEAN 

8876.6,5391.8 

10596.3.7553.0 


SD.SE 

6755.88,1638.54 

8077.43, 1615.49 


MEDIAN 

5790.8 

8122.4 


MIN, MAX 

59.2,21673.7 

315.6,29786.8 


5%, 95% 

59.2,21673.7 

2757.6, 28682.7 


BLQ Values Included 

0 

0 

Native American 

N 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NANA 


SD.SE 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NA NA 

NA NA 


5%, 95% 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

Other 

N 

0 

3 


MEAN, GEO MEAN 

NANA 

6172.2,4368.7 


SD.SE 

NA.NA 

6195.01,3576.69 


MEDIAN 

NA 

3397.5 


MIN, MAX 

NA NA 

1849.5,13269.5 


5%. 95% 

NA. NA 

1849.5,13269.5 


BLQ Values Included 

NA 

0 


I 

1 

2 

3 

22573.8,22573.8 

62,6.2 

62, 6.2 

6.2. 6.2 

NA.NA 

NA, NA 

0.00, 0.00 

0.00. 0.00 

22573.8 

6 2 

62 

62 

22573.8,22573.8 

6.2 ,62 

6.2,6.2 

62.6.2 

NANA 

NANA 

6.2,6.2 

6.2, 6.2 

0 

1 

2 

3 

42 

28 

33 

61 

9900.2, 6589.7 

12.2,8.9 

65, 6.4 

9.1, 7.4 

7532.17, 1162.24 

17.123.23 

1.20,0.2! 

11.88, 1.52 

8025.9 

6.2 

6.2 

62 

59.2, 29786.8 

62,93.7 

62, 12,9 

6.2,93.7 

1565.3,24111.3 

6.2,364 

6.2,8.0 

6.2, 12.9 

0 

17 

31 

48 

0 

0 

1 

1 

NANA 

NANA 

8.6.8.6 

8.6, 8.6 

NA NA 

NA, NA 

NA.NA 

NA NA 

NA 

NA 

8.6 

8.6 

NA NA 

NANA 

8.6, 8.6 

8,6,8.6 

NANA 

NA, NA 

NANA 

NA NA 

NA 

NA 

0 

0 

3 

1 

0 

I 

6172.2, 4368.7 

6.2 62 

NA, NA 

62,6.2 

6195.01, 3576.69 

NANA 

NA NA 

NANA 

3397.5 

62 

NA 

6.2 

1849.5,13269.5 

6.2,62 

NA, NA 

6.2, 6.2 

1849.5,13269.5 

NANA 

NANA 

NA NA 

0 

I 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUK URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 293 of ?) 

Lab; Harrogate 

Biomarker Total Nicotine (nmoI/L) 

Timepoint: Overall* _^ _ 


_ Smokets _ _ Non-Smokers 

Characteristic _ Statistic _Male_ Female _ Overall _Male_Female_ Overall 


African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

16560.4, 16560.4 

16560.4,16560,4 

6.2, 6.2 

6.2,6.2 

62,62 


SD.SE 

NA.NA 

NA. NA 

NA, NA 

NA, NA 

0.00,0.00 

0.00,0.00 


MEDIAN 

NA 

16560.4 

16560.4 

632 

6.2 

62 


MIN, MAX 

NA, NA 

16560.4, 16560.4 

16560.4,16560.4 

6,2,62 

6.2,62 

62,62 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6.2,6.2 

62,6.2 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

9984.2.6720.3 

10430.0, 6599.2 

10255.6, 6646.3 

25.1,11.9 

7.1,6.8 

15,4, 8.8 


SD.SE 

6782.43.1598.63 

10407.10, 1966.76 

9078.09,1338.49 

56.43, 10.66 

2.55,0.44 

38,97, 4.99 


MEDIAN 

7263.5 

7793.0 

7502.2 

7.2 

6.2 

62 


MIN, MAX 

76.5,23327.7 

502.8.48623.6 

76.5,48623.6 

6.2, 299.8 

6.2, 18.3 

62, 299.8 


5%, 95% 

76.5,23327.7 

1348.3,24889.6 

1348.3,23831.4 

6,2,79.9 

62, 12.5 

6.2, 28.0 

Native American 

N 

0 

0 

0 

0 

I 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

7.4,7.4 

7.4,7.4 


SD,5E 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

7.4 

7.4 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

7.4.7.4 

7.4,7.4 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

6442.4,3549.6 

6442.4, 3549.6 

6.2,6.2 

NA, NA 

62,62 


SD.SE 

NA, NA 

7857.38,4536.46 

7857.38, 4536.46 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2865.1 

2865.1 

62 

NA 

6.2 


MIN, MAX 

NA, NA 

1010.2,15451.9 

1010.2,15451.9 

6.2,6.2 

NA, NA 

62,62 


5%, 95% 

NA,NA 

1010.2,15451.9 

1010.2,15451.9 

NA, NA 

NA, NA 

NA.NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count ufBLQ values does n« apply as ihe BLQ values were converted to the upper limn ot the 
BLQfe.g.. '<1.234' will be used as '1.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 294 ol'?) 


Lab: Harrogaie 

Biomarker: Total Cotinine (ngfrnL) 
Timepoim: Week 1_ 


Characteristic 


African AmericanlBlack 


Caucasian 


Statistic 


Male 


Smokers 


Female 


N 

0 


1 

i 

MEAN. GEO MEAN 

NA, NA 

3450.6 3450,6 

3450.6,3450.6 

1.0,1.0 

SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

MEDIAN 

NA 

3450.6 

3450.6 

1.0 

MIN, MAX 

NA, NA 

3450.6 3450.6 

3450.6,3450.6 

1.0.1.0 

5%, 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

BLQ Values Included 

NA 

0 

0 

1 

N 

18 

28 

46 

28 

MEAN, GEO MEAN 

3253.1, 1925.2 

3168.4.2081.0 

3201.5, 2018.6 

4.7,2.4 

SD.SE 

3277.32,772.47 

2763.27,522.21 

293952,433.41 

7.26,1.37 

MEDIAN 

1979.1 

2234.6 

2020.8 

1.8 

MIN, MAX 

31.6,12250.5 

36.4,126105 

31.612610.5 

1.0,35.5 

5%. 95% 

31.6.122505 

480.7, 8279.7 

480.7,10113.6 

1.0,16.7 

BLQ Values Included 

0 

0 

0 

10 


Non-Smokers 

Female 


2 

1.0, 1.0 
0.00, 0.00 
1.0 

1.0. 1.0 
1.0,1.0 
2 

33 

1.7, 1.4 
1.64,0,29 
1.0 

1.0,7.1 
1.0,6.7 
21 


Overall 


3 

1.0,1.0 
0 . 00 , 0.00 
1.0 

1.0,1.0 
1.0,1.0 
3 

61 

3.1,1.S 
5.23,0.67 
1.0 

1.0,35,5 
1.0,10.7 
31 


Native American 

N 

0 

0 

0 



MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

Other 

N 

0 

3 

3 

1 


MEAN, GEO MEAN 

NA, NA 

2879.6, 1472.1 

2879.6,1472.1 

1.3, 1.3 


SD.SE 

NA, NA 

3583.02, 2068.66 

3583.02,2068.66 

NA, NA 


MEDIAN 

NA 

1310.7 

1310.7 

1,3 


MIN, MAX 

NA, NA 

348.7,6979.5 

348.7, 6979.3 

1.3,1.3 


5%, 95% 

NA. NA 

348.7,6979.5 

348.7, 69795 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 


63. 63 
NA.NA 
63 

63,6.3 
NA, NA 
0 


0 

NA.NA 
NA, NA 
NA 

NA.NA 
NA, NA 
NA 


1 

6.3, 63 
NA, NA 
6.3 

63,6.3 

NA.NA 

0 


1 

1.3, 1.3 
NA, NA 
1.3 

1.3,1.3 
NA, NA 
0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-1IOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 295 of?) 


Lab: Harrogate 

Biomarken Total Corinine (ng/tnL) 
Timepulnt: Week 2 


Characteristic 



Smokers 



Non*Smokeis 


Statistic 

Male 

Female 

Overall 

Male 


Overall 

African American/Black 

N 

0 

I 

1 





MEAN. GEO MEAN 

NA, NA 

3572.4,35724 

3572.4,3572.4 

1.0, 1.0 

1.2,1.2 

i.l 1 1 


SD, SE 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.28,0.20 

0.23,0.13 


MEDIAN 

NA 

3572.4 

3572.4 

1,0 

1.2 

1 0 


MIN, MAX 

NA NA 

3572.4,35724 

3572.4,3572.4 

1.0,1.0 

1.0,1.4 

1.0 14 


5%, 95% 

NA, NA 

NANA 

NA NA 

NANA 

1.0, 1.4 

10 14 


BLQ Values Included 

NA 

0 

0 

1 

1 

2 

Caucasian 

N 

18 

27 

45 

28 

33 



MEAN, GEO MEAN 

3373.5,2173.6 

3867 2, 2600.6 

3669.7, 2420.5 

5.5,26 

1.8, 1-5 

35,1.9 


SD.SE 

2964 JO, 695,69 

3727.42,717.34 

3415.37,509.13 

8.13.1.54 

1.43,0.25 

5 85 0 75 


MEDIAN 

2387,9 

2731,6 

2690.9 

1.6 

1.0 

1 2 


MIN, MAX 

28.5, 13012.2 

1320,18373,7 

28.5,18373.7 

1.0,33.4 

1.0,5.8 

1.0,33.4 


5%, 95% 

28.5, 13012.2 

578.7,9222,8 

578.7,9222.8 

1.0,23.2 

1.0,5.5 

1 0 141 


BLQ Values Included 

0 

0 

0 

10 

20 

30 

Native American 

N 

0 

0 

0 

o 




MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NA.NA 

5.5,5,5 

5-5,5^ 


SD, SE 

NANA 

NANA 

NANA 

NANA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

5.5 

55 


MIN, MAX 

NA, NA 

NA, NA 

NA. NA 

NANA 

5.5, 5.5 

5.5,5.5 


5%. 95% 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

o 



MEAN, GEO MEAN 

NA, NA 

3294.2,1493.3 

3294.2 1493.3 

1.0, 1.0 

NANA 

1.0, 1.0 


SD.SE 

NA, NA 

4606.63,2659.64 

4606.63,2659.64 

NA, NA 

NANA 

Na! NA 


MEDIAN 

NA 

767.4 

767.4 

1.0 

NA 

1.0 


MIN. MAX 

NA, NA 

503.9,8611.3 

503.9.8611.3 

1.0, 1.0 

NA, NA 

1.0, 1.0 


5%, 95% 

NA, NA 

503.9.8611,3 

503.9.8611.3 

NA.NA 

NA, NA 

NA, NA 

1 


BLQ Values Included 

NA 

0 

0 

1 

NA 
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TABLE 14.4-S 

DESCRIPTIVE STATISTICS OP 24-lIOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pago 296of?) 


Lab: Harrogate 

Biomarken Total Cotinine (ng/mL) 

Timcpoint: Week 3 _ 

___ Smokcra 

_ Characteristic _ Statistic _ Male _ Female _ Overall_ 


African American/Black 

N 

0 

1 

1 

1 


MEAN, GEO MEAN 

NA,NA 

3560.3,3560.3 

3560.3,3560.3 

1-0, 1.0 


SD,SE 

NA,NA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

3560J 

3560.3 

1.0 


MIN, MAX 

NA. NA 

35603, 3560.3 

3560.3,3560.3 

1.0,1.0 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

0 

0 

1 

Caucasian 

N 

17 

25 

42 

28 


MEAN, GEO MEAN 

2794.4,1791.9 

3259.7,2515.6 

3071.3, 2192.8 

CM 

CM 

co 

er! 


SD.SE 

1879.15,455.76 

2169.64,433.93 

2046.21,315.74 

6.36,1.20 


MEDIAN 

2377.4 

2429.1 

2403.3 

1.6 


MIN, MAX 

20.4, 5701.3 

279.8,7919.1 

20.4,7919.1 

1.0,33.8 


5%, 95% 

20.4, 5701.3 

726.9,7304.4 

390.5,6761.2 

1.0,11,7 


BLQ Values Included 

0 

0 

0 

12 

Native American 

N 

0 

0 

0 

0 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NANA 


5%. 95% 

NA, NA 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

Other 

N 

0 

3 

3 

1 


MEAN, GEO MEAN 

NA, NA 

2684.4, 1485.1 

2684.4,1485.1 

1.0, 1.0 


SD,SE 

NA, NA 

3390.60, 1957.57 

3390.60, 1957.57 

NANA 


MEDIAN 

NA 

919.6 

919.6 

1.0 


MIN. MAX 

NA, NA 

540.2,6593.4 

540.2,6593.4 

1.0, 1,0 


5%, 95% 

NA, NA 

540.2,6593.4 

540.2.6593.4 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 


Non-Smokers 


remale 

Overall 

2 

3 

1.0, 1.0 

1.0,1.0 

0.00,0.00 

0 00,000 

1.0 

1.0 

1.0,1.0 

1,0,1X1 

1.0,1.0 

1,0,1.0 

2 

3 

33 

61 

1.4.1.2 

2.5, 1.6 

0.88,0,15 

4.49,0.57 

1.0 

1.0 

1.0,4.5 

1.0,33.8 

1.0,3,8 

1.0, 6.1 

24 

36 

i 

, 

88,8,8 

8.8, 8.8 

NANA 

NA, NA 

8.8 

8.8 

8.8, 8.8 

8.8, 8.8 

NA, NA 

NA, NA 

0 

0 

0 

i 

NA, NA 

1.0,1.0 

NA NA 

NA NA 

NA 

1.0 

NA, NA 

1.0,1.0 

NA. NA 

NANA 

NA 

1 


Project Number; 1Z22G-&450 Created on 1SMAR02 at 08:53 Printed Ofl lueeday, March 26, 200Z at 2:10 PM 


Page 206 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 




PM3003537877 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC' RACE 

(Page 297 a:"?) 


Lab: Harrogate 

Biomarker. Total Cotinlne (ng/mLl 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

3527.8, 3527.8 

3527.8, 3527.8 

1.0,1.0 

1.1, 1.0 

1.0, 1.0 


SD, SE 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

0.07,0,05 

0.06,0.03 


MEDIAN 

NA 

3527.8 

3527.8 

1.0 

1.1 

1.0 


MIN, MAX 

NA, NA 

3527.8,3527.8 

3527.8,3527.8 

1.0, 1.0 

1.0, 1.1 

1.0, 1.1 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.0, 1.1 

1.0,1.1 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

3167.0,2117.4 

3336.6,2396.5 

3270.2,2283.2 

4.7,2.6 

1.6,1.4 

3.0.1.9 


SD. SE 

2358.10,555.81 

2683.61,507.16 

2535.50,373.84 

6.03,1.14 

1.10, 0.19 

4.40,0.56 


MEDIAN 

3091.3 

2198.6 

2699.1 

2.0 

1.0 

1.3 


MIN, MAX 

26.8,9891,3 

149.4, 12581.8 

26.8, 12581.8 

1.0,27,1 

L0, 5.5 

1.0,27.1 


5%. 95% 

26.8,9891.3 

672.8,6386.6 

661.4,7069.9 

1.0,17.1 

1.0, 4.1 

1.0, 11.3 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

69, 6.9 

69,6.9 


SD, SE 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

69 

69 


MIN, MAX 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

6.9,6.9 

6.9,6.9 


5%,95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

| 

0 

1 


MEAN, GEO MEAN 

NA. NA 

2952.7,1508 2 

2952.7. 1508.2 

1.1,1-1 

NA, NA 

1.1, 1.1 


SD, SE 

NA, NA 

3856.14,2226,34 

3856.14,2226.34 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

999.2 

999.2 

1.1 

NA 

1.1 


MIN, MAX 

NA, NA 

464.3,7394.7 

464.3,7394.7 

1.1,1.1 

NA, NA 

1.1, 1.1 


5%, 95% 

NA, NA 

464.3,7394.7 

464.3, 7394.7 

NA, NA 

NA, NA 

NA, NA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 


BLQ (e.g., *<1.234* will be used as 1 1.234*) for the averages across visits within a subject thus eUmiuatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 298 of?) 


Lab: Hanogaie 

Biomarksn Total Cotinlne (nmol/L) 
Tiroepoim: Weei: 1 _ 


Characteristic 



Smokere 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN, GEO MEAN 

na.na 

19582.2,19582.2 

19S82.2, 19582.2 

5.7,5.7 

5-7.5.7 

5.7,5.7 


SD.SE 

NANA 

NA NA 

NA NA 

NA.NA 

0.00.0.00 

0.00.0.00 


MEDIAN 

NA 

19582.2 

19582,2 

5.7 

5.7 

5.7 


MIN, MAX 

NA NA 

19582.2,19582.2 

19582.2.19382.2 

5.7, 5.7 

5,7,5.7 

5.7,5.7 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

5.7,5.7 

5.7,5.7 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

18461,1,10925.4 

17980.5, 11809.6 

18168.6, 11455.4 

26.6,13.7 

9.8,7.8 

17.5, 10.1 


SD.SE 

18598.80,4383.78 

15681.60,2963-53 

16681.80,2459.59 

41.21,7.79 

9.29, 1.62 

29.70,3.80 


MEDIAN 

11231.4 

12681.1 

114681 

10.0 

5.7 

5.7 


MIN, MAX 

179.3,69521.6 

2066,71564.6 

179.3,71564,6 

5.7,201-5 

5.7, 40.3 

5.7,201.5 


5%, 95% 

179.3, 69521.6 

2728.0,46987.3 

2728.0, 57394.7 

5.7,94.8 

5.7,38,0 

5.7, 60.7 


BLQ Values Included 

0 

0 

0 

10 

21 

31 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NANA 

NA, NA 

NA, NA 

NA, NA 

35.8,35.8 

35.8,35.8 


SD.SE 

NA NA 

NA NA 

NA NA 

NA, NA 

NA.NA 

NA, NA 


median 

NA 

NA 

NA 

NA 

35.8 

35,8 


MIN, MAX 

NA, NA 

NA NA 

NA NA 

NA NA 

35.8, 35.8 

35.8, 35.8 


5%, 95% 

NANA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

i 


MEAN, GEO MEAN 

NA.NA 

16341.9.8354.0 

16341.9, 8354.0 

7.4,7,4 

NANA 

7.4,7.4 


SD.SE 

NANA 

20333.70,11739.60 

20333.70,11739.60 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

7438.2 

7438.2 

7.4 

NA 

7.4 


MIN, MAX 

NANA 

1978.9,39608.7 

1978.9, 39608.7 

7.4, 7.4 

NANA 

7.4, 7.4 


5%, 95% 

NANA 

1978.9, 396087 

19789. 396087 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 299 of?) 


Lab: Harrogate 

Biem liken Total Cotinine (nmoI/L) 
Tune point: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

20273.4.20273.4 

20273.4, 20273.4 

5.7,5.7 

6.8, 6.7 

6.4.6.4 


SD, SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

166 1.10 

1.27.0.73 


MEDIAN 

NA 

20273.4 

20273.4 

5.7 

6.8 

5.7 


MIN, MAX 

NA, NA 

20273.4,20273.4 

20273.4,20273.4 

5.7,5.7 

5.7,7.9 

5.7, 7.9 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

5.7,7.9 

5-7, 7.9 


BLQ Values Included 

NA 

0 

0 

1 

1 

2 

Caucasian 

N 

IS 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

19144.4,12334.9 

21946,5,14758.1 

208256,13736.4 

31.2,14.7 

10.3, 8.4 

19.9, 10.8 


SD, SE 

16822.40, 3955.07 

21153.10,4070.92 

19382.20,2889.33 

46.14,8.72 

8,10,1.41 

33.22,4.25 


MEDIAN 

13551.4 

15501.8 

15270.9 

8.8 

5.7 

6.8 


MIN, MAX 

161.7, 73844,2 

749.1, 104270.7 

161.7,104270.7 

5.7, 189.5 

5.7, 32.9 

5.7,189.5 


5%, 95% 

161.7,73844.2 

3284.1,52339.4 

3284.1,52339.4 

5.7,131.7 

5.7, 31.2 

5.7,80.0 


BLQ Values Included 

0 

0 

0 

10 

20 

30 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

31.2,31.2 

31.2,31,2 


SD, SE 

NANA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

31.2 

31.2 


MIN, MAX 

NANA 

NA NA 

NA, NA 

NANA 

31.2,31.2 

31.2,31.2 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Yaluej Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

18694.6,8474,4 

186946,8474.4 

5,7,5.7 

NANA 

5.7,5.7 


SD, SE 

NA, NA 

26142.60, 15093.40 

26142.60,15093.40 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

4355.0 

4355.0 

5.7 

NA 

5.7 


MIN, MAX 

NA.NA 

2859.6,48869.1 

2859.6, 48869.1 

5.7,5.7 

NANA 

5.7,5,7 


5%, 95% 

NA, NA 

2859.6,48869.1 

2859.6,48869.1 

NA. NA 

NA. NA 

NA. NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOCRAPIIIC CHARACTERISTIC: RACE 

(Page 300 of 7) 


Lab: Harrogaie 

Biomaiken Total Cotinlne (nmol/L) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Anwrican/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

20204.7,20204.7 

20204.7.20204.7 

5 . 7 , 5.7 

5 . 7 , 5.7 

5.7,5.7 


SD.SE 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

0 . 0 a 0.00 

0.00,0.00 


MEDIAN 

NA 

20204.7 

20204.7 

5.7 

5.7 

5.7 


MIN, MAX 

NA, NA 

20204,7,20204.7 

20204.7,20204.7 

5.7,5.7 

5.7,5.7 

5.7,5.7 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

5.7,5.7 

5,7,5.7 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

15858.2,10169.2 

18498.7, 14275.8 

17429.9,12444.4 

21.6, 12.5 

7,7,6.9 

14.1,9.0 


SD, SE 

10664,20,2586.44 

12312.70,2462.54 

11612.20,1791.81 

36.10, 6.82 

4,98,0.87 

25.47,3.26 


MEDIAN 

13491.7 

13785.1 

13638.4 

9.1 

5.7 

5.7 


MIN, MAX 

1158, 32354.9 

1587.9, 44940.9 

115.8, 44940.9 

57, 191.8 

5,7, 25.5 

5.7, 191.8 


5%, 95% 

115.8, 32354.9 

4125.2,41452.5 

2216.1,38369.8 

5.7,66.4 

5.7,21.6 

5.7,34.6 


BLQ Values Included 

0 

0 

0 

12 

24 

36 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA.NA 

NA, NA 

49.9,49.9 

49.9,49.9 


Sd,SE 

NA, NA 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

NA, NA 


median 

NA 

NA 

NA 

NA 

49.9 

49.9 


MIN, MAX 

NA, NA 

NA.NA 

NA t NA 

NA, NA 

49.9, 49.9 

49.9, 49.9 


5%. 95% 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

15233.9, 8427.9 

15233.9,8427.9 

5.7,5.7 

NA, NA 

5.7,5.7 


SD, SE 

NA, NA 

19241.70,11109.20 

19241.70,11109.20 

NA, NA 

NA, NA 

NA* NA 


MEDIAN 

NA 

5218.7 

5218.7 

5.7 

NA 

5.7 


MIN, MAX 

NA, NA 

3065.6,37417.5 

3065.6, 37417.5 

5.7, 5.7 

NA, NA 

5 . 7 , 5.7 


5%, 95% 

NA, NA 

3065.6,37417,5 

3065.6,37417.5 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DF.MOGRAPHIC CHARACTERISTIC: RACE 

(Page 301 of?) 


Lab: Harrogate 

Biomarken Total Cotinine (nmol/L) 
Tiirtepoint: Overall’ _ 

_ Characteristic _ 

African American/ Black 


Caucasian 


Native American 


Other 


Smokers_ __ Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

i 

i 

1 

2 

3 

MEAN, GEO MEAN 

NA, NA 

20020.1,20020.1 

20020.1,20020.1 

5.7,5.7 

61,6.0 

5.9,5.9 

SD,SE 

NA, NA 

NA NA 

NA, NA 

NA, NA 

0.49,0.35 

0.40,0.23 

MEDIAN 

NA 

20020.1 

20020.1 

5.7 

6.1 

5.7 

MIN, MAX 

NA NA 

20020.1,20020.1 

20020.1,20020.1 

5.7,5,7 

5.7,6.4 

5.7,6.4 

5%, 95% 

NA, NA 

NANA 

NA, NA 

NA, NA 

5.7, 6.4 

5.7.6.4 

N 

18 

28 

46 

28 

33 

61 

MEAN, GEO MEAN 

17972.4,12017.3 

18935.4,13600.2 

18SS8.5, 12957.4 

26.5,15.1 

9.3,8.0 

17,2, 10.7 

SD,SE 

13382.20,3154.22 

15229.60,2878.11 

14389.00,212154 

34.17, 6.46 

6.24,1.09 

24,92,3.19 

MEDIAN 

17543.0 

12476.8 

15317.2 

11.6 

5.7 

7.4 

MIN, MAX 

152.3,56133.3 

S47.9,71401.7 

152.3,71401.7 

5,7, 153.6 

5.7,31.0 

5.7,153.6 

5%, 95% 

152.3,56133.3 

3818.0, 36244.1 

3753.3,40121.5 

5.7,97.2 

5.7.23.3 

5.7.64.0 

N 

0 

0 

0 

0 

1 

1 

MEAN, GEO MEAN 

NA.NA 

NANA 

NANA 

NA, NA 

39.0,39.0 

39.0,39.0 

SD,SE 

NA, NA 

NA NA 

NANA 

NA* NA 

NA* NA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

NA 

39.0 

39.0 

MIN, MAX 

NANA 

NA, NA 

NANA 

NA, NA 

39.0,39.0 

39.0, 39.0 

5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 

NA. NA 

N 

0 

3 

3 

i 

0 

1 

MEAN, GEO MEAN 

NANA 

16756.8, 8558.9 

16756.8, 8558.9 

63,6.3 

NA, NA 

63,63 

SD.SE 

NA NA 

21883.70, 12634.60 

21883.70, 12634.60 

NANA 

NA, NA 

NA, NA 

MEDIAN 

NA 

5670.6 

5670.6 

63 

NA 

6.3 

MIN, MAX 

NANA 

2634.7, 41965.1 

2634.7,41965.1 

6.3,6,3 

NA, NA 

6.3, 6.3 

5%, 95% 

NA, NA 

2634.7,41965.1 

2534.7,41965.1 

NA, NA 

NANA 

NA, NA 


■ Overall values calculated by first averaging the results across visits within a. subject, then calculating the descriptive statistics across subjeas. Count of BLQ values does not apply as the BLQ values were convened to the upper limit of the 
BLQ (e.g., '<1,234' will be used as '1.234') for the averages across visits within a subject thus elirainatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 302 of 7) 


Lab; Harrogate 

Biomarker Free Nicotine (ng/raL) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Sou stic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

I 

1 

1 

2 

7 , 


MEAN, GEO MEAN 

NA NA 

1974.4.1974.4 

1974.4 1974.4 

1 . 0 . 1.0 

1 . 0 , 1.0 

1 . 0 , 1.0 


SD.SE 

NA NA 

NA, NA 

NANA 

NANA 

0 . 00 , 0.00 

0 . 00 , 0,00 


MEDIAN 

NA 

1974.4 

1974.4 

1.0 

1.0 

1.0 


MIN, MAX 

NANA 

1974.4,1974.4 

1974,4, 1974.4 

1.0,1.0 

1 . 0 , 1.0 

1.0, i.O 


5%, 95% 

NA, NA 

NA, NA 

NA Na 

NA. NA 

1 . 0 , 1.0 

1.0,1.0 


BLQ Values Included 

NA 

0 

0 

l 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1071.6,695.2 

1223.2,600.6 

1163.9,636.0 

3.6, 1.7 

L2,1.1 

2.3.1.3 


SD,SE 

894.09,210,74 

1436.66,271.50 

1243.37, 183.33 

6.18, S.17 

1.01.0,18 

4.38,0.56 


MEDIAN 

8I0U 

597.3 

649.3 

1.0 

1.0 

1,0 


MIN, MAX 

12.8,3752.0 

32,7,6329.6 

12.8,6329.6 

1.0, 24.5 

1.0,6.8 

1.0,24.5 


5%, 95% 

12.8, 3752.0 

45.8, 3781.9 

45.8,3752,0 

1.0, 20.9 

1.0,1.2 

1.0,6,8 


BLQ Values Included 

0 

0 

a 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

1 . 0 , 1.0 

1.0,1.0 


SD.SE 

NA, NA 

NA. NA 

NA NA 

NA NA 

NA.NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.0 

1.0 


MIN, MAX 

NA, NA 

NA, NA 

NA NA 

NA, NA 

1.0,1.0 

1.0,1.0 


5%. 95% 

NA, NA 

NA NA 

NA.NA 

NA.NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

525.7, 337.9 

525.7,337.9 

1.0,1.0 

NA, NA 

1 . 0 , 1.0 


SD.SE 

NA, NA 

459.98,26557 

459,98,265.57 

NA.NA 

NANA 

NA.NA 


MEDIAN 

NA 

504.2 

504.2 

1.0 

NA 

1.0 


MIN, MAX 

NA, NA 

76.8 996,0 

76 8,996.0 

1.0,1.0 

NA, NA 

1.0.1.0 


5%, 95% 

NA, NA 

76.8,996.0 

76.8,996.0 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 


i 
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TABLE [4.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 303 of ?) 


LaSt Harrogate 

Biomarirer Free Nicotine (nglmL) 
Timepoim: Week 2 _ 


CSiaracieristie 



Smolters 



Non-Smofcere 


Statistic 

Male- 

Female 

Overall 

Male 

Female 

Overall 

African Americai^Black 

N 

0 

i 

i 

1 

2 

3 


MEAN. GF.0 MEAN 

NA, NA 

1484.2,1484.2 

1484.2, 1484.2 

1.0.1.0 

1.0, 1.0 

1.0, 1.0 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA.NA 

0.00,0.00 

aoo , o.oo 


MEDIAN 

NA 

1484.2 

1484.2 

1.0 

1.0 

1.0 


MIN, MAX 

NA, NA 

1484.2, 1484.2 

1484.1 1484.2 

1.0,1 .0 

1.0, 1.0 

1.0, 1.0 


3*. 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.0, 1.0 

1.0, 1.0 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

1278.9,8713 

1267.9,732.7 

1272.3,785.6 

5.3,1.5 

1.1,1,1 

3.1, 1.3 


SD,SE 

900.59, 21127 

1498.91 288.47 

1281.01190.96 

19.81, 3.74 

060 , a io 

13.46, 1.72 


MEDIAN 

993.7 

730.7 

835.4 

1.0 

1.0 

1.0 


MIN, MAX 

112,3489.6 

67.16634.3 

112,6634.3 

1.0,106.2 

1.0, 4.3 

1.0,106.2 


5*, 95* 

12.2, 3489.6 

919,4961.8 

92.9, 3489.6 

1.0,5.7 

1.0, 2.1 

1.0, 4.3 


BLQ Values Included 

0 

0 

0 

20 

30 

so 

Native Ameriran 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA. NA 

NA.NA 

NA, NA 

1 .0,1.0 

1 .0,1.0 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA f NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.0 

1.0 


MIN, MAX 

NA, NA 

NA.NA 

NA.NA 

NA, NA 

1 .0, 1.0 

1 .0, 1.0 


5*, 95* 

NA, NA 

NA, Na 

NA, NA 

NA, NA 

NA f NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

i 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

764.4, 3412 

764.4,3412 

1.0,1.0 

NA, NA 

1 .0,1.0 


SD, SE 

NA, NA 

1043.34,602.37 

1043 J 4, G 02.37 

NA.NA 

NA, NA 

NA. NA 


MEDIAN 

NA 

244,2 

244.2 

1.0 

NA 

1.0 


MIN, MAX 

NA, NA 

83.5, 1965.6 

83.5, 1965.6 

1 .0,1.0 

NA, NA 

1 .0.1.0 


5%, 95* 

NA, NA 

83.5,1965.6 

83.5,1965.6 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINTFOR DCMOORAPIEC CHARACTERISTIC: RACE 

(Page 304 of?) 


Lab: Harrogate 

Biomarken Free Nicotine (ngtmL) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Ame rican/Black 

N 

0 

1 

1 

, 

2 

3 


MEAN. GEO MEAN 

NA, NA 

2851.0,2851.0 

2851.0.2851.0 

1 .0.1.0 

1 .0.1.0 

1 .0.1.0 


SD.SE 

NANA 

NANA 

NANA 

NANA 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

NA 

2851.0 

2851.0 

1.0 

1.0 

1.0 


MIN, MAX 

NA, NA 

2851.0,2851.0 

2851.0,2851.0 

1 .0,1.0 

1 .0,1.0 

1 .0, 1.0 


5*-, 95% 

NA, NA 

NA, NA 

na,na 

NA, NA 

1 .0,1,0 

1 .0,1.0 


BLQ Values Included 

NA 

0 

0 

i 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

1075.5,596.6 

1218,8, 839.4 

1160.8,731.1 

1.5,12 

1 .0,1.0 

1.3, i.l 


SD.SE 

898.87,218,01 

958.30,191.66 

92625,14292 

1.86,0.35 

0.07,0.01 

1.27, 0.16 


MEDIAN 

820.2 

1123.3 

911.3 

1.0 

1.0 

1.0 


MIN, MAX 

5.2, 3006.4 

30.0,3630.2 

5.2,3630.2 

1.0, 10.5 

1.0,1.4 

1.0,10.5 


5%, 95% 

5.2, 3006.4 

291.1,3563.7 

131.0,3006.4 

1.0, 4.0 

1 .0,1.0 

1.0, 1.7 


BLQ Values Included 

0 

0 

0 

21 

32 

53 

Native American 

N 

0 

0 

0 

0 

1 

I 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NANA 

1 .0,1.0 

1 .0, 1.0 


SD.SE 

NA, NA 

NANA 

NANA 

NANA 

na,na 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.0 

1.0 


MIN, MAX 

NANA 

NA, NA 

NANA 

NANA 

1 .0,1.0 

1 .0, 1.0 


5%, 95% 

NANA 

NANA 

NA, NA 

NANA 

NA, NA 

NA, NA 


BLQ V alues Included 

NA 

NA 

NA 

NA 

1 

i 

Other 

N 

0 

3 

3 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

687.5,570.2 

687.5,570.2 

1 .0,1.0 

NANA 

1 .0,1.0 


SD.SE 

NA NA 

519.68, 300.04 

519.68,300.04 

NANA 

NANA 

NA.NA 


MEDIAN 

NA 

437.0 

487.0 

1.0 

NA 

1.0 


MIN, MAX 

NA NA 

298.0, 1277.6 

298.0,1277.6 

1 .0. 1.0 

NA, NA 

1 .0. 1.0 


5%, 95% 

na,na 

298.0,1277.6 

298.0,1277.6 

NA.NA 

NA.NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 144-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 305 of?) 


Lab: Harrogate 

Biomarker. Free Nicotine (ng/mL) 

Timepoint: Overall' 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Americ an/Black 

N 

0 

1 

i 

I 

2 

3 


MEAN. GEO MEAN 

NA.NA 

2103.2.2103.2 

2103.2.2103.2 

1 .0.1.0 

1 .0,1.0 

1 .0,1.0 


SD,SE 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

NA 

210322 

2103.2 

1.0 

1.0 

1.0 


MIN, MAX 

NA.NA 

2103.2.2103.2 

2103.2, 2103.2 

1 .0,1,0 

1 .0, 1.0 

1 .0, 1.0 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

10 , 1.0 

1 .0,1.0 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

1160.2,803.0 

1192.8,722.7 

1180.0.753.1 

3-5,1.7 

1 .1.1.1 

2.2.1.3 


SD,SE 

733.75, 172.95 

1202.54,227.26 

1035.04, 152.61 

8.00,1.51 

0.44,0,08 

5.51,0.71 


MEDIAN 

947.1 

705.4 

815.5 

1.1 

1.0 

1.0 


MIN, MAX 

10.1,2449.9 

65.6,5531.4 

10.1,5531.4 

1.0,42.7 

1.0,3.3 

1.0,42.7 


5%, 95% 

10.1.2449.9 

69.4,3012.0 

69.4,2950.7 

1.0.9.9 

1 .0, 2.1 

1.0,3.3 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA.NA 

NA.NA 

1 .0,1.0 

1 .0,1.0 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.0 

1.0 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1 .0, 1.0 

1 .0,1.0 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NA.NA 

659.2.446.3 

659.2,446.3 

L0, 1.0 

NA, NA 

1 .0,1.0 


SD.SE 

NA.NA 

665.59,384.28 

665.59,384.28 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

411.8 

411.8 

1.0 

NA 

1.0 


MIN, MAX 

NA, NA 

152.8,1413.1 

152.8,1413.1 

1 .0,1.0 

NA.NA 

1 .0, 1.0 


5%, 95% 

na,na 

152.8,1413.1 

152.8,1413.1 

NA, NA 

NA.NA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., ’<1.234' will be used as T.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE B Y TIMEFOJNT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 306 of?) 


Lab: Harrogate 

Biomarker Free Nicotine (nmol/L) 


TiraeDomt: Week 1 

Characteristic 



Smoke ts 



Statistic 

Male 

Female 

Overall 

Male 


N 

0 

i 

i 

i 


MEAN, GEO MEAN 

NA. NA 

12172.2,12172.2 

12172.1 12172.2 

6 .2,6.2 


SD.SE 

NANA 

NANA 

NA.NA 

NANA 


MEDIAN 

NA 

121712 

12172.2 

6.2 


MIN, MAX 

NA, NA 

12172.2,1217232 

12172.2, 12172.2 

6 .2, 6.2 


5%, 95* 

NANA 

NA, NA 

NA NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 


N 

18 

28 

46 

28 


MEAN, GEO MEAN 

6606.6 4285.8 

7541.1,37017 

7175.4,3920.8 

21.9,10.7 


SD.SE 

5512.07, 1299.21 

8856.99,1673.81 

7665.40,1130.20 

38.09,7.20 


MEDIAN 

4994.3 

3682.4 

4002.7 

62 


MIN, MAX 

78.9,23131.1 

201.6,39022.0 

78.9,390220 

6.2,151.0 


3*. 95% 

78.9,23131.1 

282.4,23315.4 

282.4,23131,1 

6.2,128.8 


BLQ V aluca Included 

0 

0 

0 

16 


Non-Smokers _ 

Female_ Overall 


2 

6.2,6.2 

0 . 00 , 0.00 

6.2 

6.2, 6.2 

6.2,6.2 

2 

33 

7.3, 6.6 
6.21,1.08 
62 

62,41.9 

62,7.4 

31 


3 

62,62 
0 , 00 , 0,00 
6.2 

6.2, 6.2 
6 . 2 , 62 
3 

61 

14.0. 8.2 
26.96 3.45 
62 

6.2,151.0 
62,41.9 
47 


Native American 

N 

0 

0 


MEAN, GEO MEAN 

NANA 

NANA 


SD, SB 

NANA 

NA NA 


MEDIAN 

NA 

NA 


MIN, MAX 

NANA 

NA, NA 


5%, 95% 

NA NA 

NANA 


BLQ Values Included 

NA 

NA 

Other 

N 

0 

3 


MEAN, GEO MEAN 

NANA 

3240.7, 2083.0 


SD, SE 

NA, NA 

2835.72.1637.20 


MEDIAN 

NA 

3108,4 


MM, MAX 

NA, NA 

473.5,6140.3 


5%, 95% 

NANA 

473.5.6140,3 


BLQ Values Included 

NA 

0 


0 

0 

1 

1 

NA NA 

NA, NA 

6 .2,6.2 

6 .2, 62 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA 

NA 

6,2 

6.2 

NA NA 

NANA 

6 .2, 6.2 

6.2,62 

NA, NA 

NA. NA 

NANA 

NA, NA 

NA 

NA 

1 

1 

3 

1 

0 

1 

3240.7,2083.0 

62,62 

NA, NA 

62, 6.2 

2835.72,1637.20 

NA NA 

NA, NA 

NA, NA 

3108.4 

62 

NA 

62 

473.5, 6140.3 

62.6.2 

NANA 

62,6.2 

473.5,6140.3 

NANA 

NA.NA 

NANA 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OP EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 307 of?) 


Lab: Harrogate 

Biomarken Free Nicotine (nmoFL) 
Timepoint: Week 2 _ 


Characteristic 



Smokere 



Non-Smokers 


Statistic 

Male 

Female 

Ovcrtll 

Male 

Female 

Overall 

African American/Black. 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

9150.1,9150.1 

9150.1,9150.1 

6 .2, 6.2 

6 .2,6.2 

6 .2,6.2 


sd.se 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

000,000 

0 .00, OOO 


MEDIAN 

NA 

9150.1 

9150,1 

62 

62 

6,2 


MIN, MAX 

NA, NA 

9150.1,9150.1 

9150.1,9150.1 

62,6.2 

6 .2,6.2 

62 ,6.2 


5%, 95* 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

62, 6.2 

62,62 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

IS 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

7884.4,5377.8 

7816.6,45169 

7843.7,4843.3 

33.0, 9.6 

7.1,67 

19.0.7.9 


SD, SE 

5552.14,1308.65 

9240.82, 1778.40 

7897Jl, 1177.29 

12212,23.08 

3.68,0.64 

82,99, 10.63 


MEDIAN 

6126.2 

4504.8 

5150.2 

6.2 

6.2 

6.2 


MIN, MAX 

75.2,21513.4 

414.3, 40900.5 

75.2,40900.5 

62,654.7 

6.2,26.5 

62, 654,7 


3*. 95* 

75.2,21515.4 

572.7, 30589.5 

572.7,21513.4 

62, 35.1 

62,12.9 

62,26.5 


BLQ Values Included 

0 

0 

0 

20 

30 

50 

Naive American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6.2,62 

6.2,62 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

6.2 

6.2 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

6 .2,6.2 

62,6.2 


5%, 95* 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Olher 

N 

0 

3 

3 

1 

0 

I 


MEAN, GEO MEAN 

NA, NA 

4712.7,2109.8 

4712.7,2109.8 

6 .2,6.2 

NA.NA 

6 .2, 6.2 


SD, SE 

NA, NA 

6432.16,3713.61 

6432.16,3713.61 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

1505.5 

1505.5 

6.2 

NA 

6.2 


MIN, MAX 

NA, NA 

514.8,12117.9 

514.8,12117.9 

62,62 

NA.NA 

6.2,62 


5%, 95* 

na.na 

514.8, 12117.9 

514.8,12117.9 

NA.NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC. RACE 

(Page 308 of?) 


Lab: Harrogate 

Biomaker Free Nicotine (nmol/L) 
Time point: Week 3 __ 


Characteristic 



Smokers 



Nm-S meters 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

l 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

17576.4, 1757 84 

17576.4, 17576.4 

62 62 

62 62 

62.62 


SD.SE 

NANA 

NA, NA 

NA. NA 

NA, NA 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

NA 

175764 

17576.4 

62 

62 

62 


MIN, MAX 

NA.NA 

17576.4,17576.4 

175764,17576.4 

62,62 

62,6.2 

62,6.2 


54b, 95* 

NA, NA 

NA, NA 

NA, NA 

NA NA 

62 62 

62. 62 


BLQ Values Included 

NA 

0 

0 

l 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

6630.4, 3678.3 

75l4.a 5175.1 

7156.4 4507. L 

9.5, 7.5 

62,63 

7.7,6.8 


SD,SE 

5541.54, 1344.02 

5907.93,1181.59 

5710.34,881.12 

11.44,2.16 

0.42,0.07 

7.85, 1.00 


MEDIAN 

50565 

6925.1 

5618.2 

62 

62 

6.2 


MIN, MAX 

32,1,18534.5 

185.0,22380.2 

32.1,22380.2 

6.2, 64,7 

62, 8.6 

62, 64.7 


5%, 95% 

32.1, 18534,5 

1794.6,21970.2 

807.6,18534.5 

62, 24.7 

6 .2, 62 

62, 10.5 


BLQ Values Included 

0 

0 

0 

21 

32 

53 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NANA 

NANA 

62,62 

62,62 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

62 

6.2 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA NA 

62,62 

62, 6.2 


5*, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA NA 

NA.NA 


BIjQ Values Included 

NA 

NA 

NA 

NA 

I 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

4238.7,3515.5 

4238.7, 3515.5 

6.2,62 

NA NA 

62, 6.2 


SD, SE 

NA, NA 

3203.79, 1849.71 

3203.79, 1849.71 

NANA 

NANA 

NANA 


MEDIAN 

NA 

3002.4 

3002.4 

6.2 

NA 

6.2 


MIN, MAX 

NA.NA 

1837.2,78764 

1837.2,7876.4 

62,6.2 

NA. NA 

62. 62 


5*. 95% 

NA, NA 

1837.2.7876.4 

1837,2,78764 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

l 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 309 of?) 


Lab: Harrogate 

Biomarker; Free Nicotine (nmol/L) 

Timepoint: Overall’_____—----— 

--- Smokers _Non-Smokers 


Characteristic _ Statistic _ Male _ Female _ Overall _ Mak -Female 


African American/Black 

N 

0 

1 

1 

I 

2 

3 


MEAN. GEO MEAN 

NANA 

12966.2,12966.2 

12966.2, 12966.2 

6 .2,6,2 

6 .2, 62 

6 .2, 6.2 


SD.SE 

NA, NA 

NA, NA 

NANA 

NANA 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

NA 

12966.2 

12966.2 

6.2 

63 . 

6.2 


MIN. MAX 

NA, NA 

12966,2,12966.2 

12966.2, 12966.2 

6 .2,6.2 

62,6.2 

6.2 ,62 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

6.2,62 

6.2,62 


N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

9152.5, 4949.8 

7353.5,4455.5 

7274.8.4642.8 

21.4,10.5 

69,6.6 

13.6,8.2 


SD.SE 

4523.60, 1066.22 

7413.67, 1401.05 

6381.05,940.83 

49.32,9.32 

2,69,0.47 

33.94,4.35 


MEDIAN 

5838.7 

4348.7 

5027.4 

65 

62 

6.2 


MIN, MAX 

62.1, 15103.7 

404.2,34100.9 

62,1,34100.9 

6.2,263.2 

62,20.3 

62, 263.2 


5%, 95% 

62.1, 15103.7 

427.6, 18569.2 

427.6,18191.3 

6.2,60.8 

62, 13.0 

62,20,3 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA. NA 

NA, NA 

NANA 

6 .2,6.2 

6 .2,6.2 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

62 

6.2 


MIN, MAX 

NA, NA 

NA, NA 

NA NA 

NA, NA 

62,62 

6 .2, 62 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 

Other 

N 

0 

3 

3 

i 

0 

i 


MF.AN, GF.O MEAN 

NA, NA 

4064.0,2751.4 

4064.0,2751.4 

62,62 

NANA 

6 .2,6.2 


SD.SE 

NA, NA 

4103.27,2369.02 

4103.27,2369.02 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

2538.8 

2538.8 

62 

NA 

6.2 


MIN, MAX 

NA, NA 

941.8, 8711.5 

941,8, 8711.5 

62,62 

NA, NA 

6 .2,6,2 


5%, 95% 

NA, NA 

941.8,8711.5 

941.8, 8711.5 

NA NA 

NANA 

NA, NA 


' Overall values calculated by Best averaging the results across visits within a subject, then caloildmg the descriptive statistics across suhjerts. Count of BLQ values dees not apply as the BLQ values were convened to the upper limit of the 
BLQ(e.g.,’d.234' willbe used as ’1.2340 for the averages across visits within a subject thus eliminate ail BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(PageS 10 of?) 


Lab: Harrogate 

BiomarVen Free Cotioinc (ng/mL) 
Time point: Week 1 _ 


Characteristic 



Smoke re 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

1841.9.1841.9 

1841.9,1841.9 

1 .0, 1.0 

1 .0.1.0 

1 .0, 1.0 


SD.SE 

NA.NA 

NA.NA 

NA, NA 

NA, NA 

0 .00,0.00 

0 .00,0,00 


MEDIAN 

NA 

1841.9 

1841.9 

1.0 

1.0 

1.0 


MJN, MAX 

NA.NA 

1841.9,1841.9 

1841.9,1841.9 

1 .0, 1.0 

1 .0,1.0 

1 .0,1.0 


5 %, 95 % 

NA,NA 

NA.NA 

NA, NA 

NA, NA 

1 .0,1.0 

1 .0, 1.0 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1001.8,749.5 

1000.2,760.8 

1000.9,756,4 

25,1.6 

1 .2,1.1 

1.7, 1.3 


SD.SE 

574.80, 435.48 

585.43, 110.64 

574 85, 8476 

3.06 Q57 

0.69,0.12 

216 0.28 


MEDIAN 

925.7 

911.1 

919.4 

1.0 

1.0 

1.0 


MIN, MAX 

19.0,2263.4 

18.2,2534.2 

18.2,2534.2 

1.0, 14,1 

1 .0,4.8 

1.0,14.1 


5%, 95% 

19,0,2263.4 

226.0,1856.6 

226.0,1953.5 

1 .0,10.0 

1 .0,21 

1.0, 48 


BLQ Values Included 

0 

0 

0 

17 

29 

46 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

2 .2,2.2 

2 .2,22 


SD,Sb 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

2.2 

222 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

2 .2,2.2 

2 .2,2.2 


5%, 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA*NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1196.7, 812.4 

1196.7, 812.4 

1 .0,1.0 

NA, NA 

1 .0, 1.0 


SD.SE 

NA, NA 

1249.70,721.51 

1249.70,721.51 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

648.8 

648.8 

1.0 

NA 

LO 


MIN, MAX 

NA, NA 

314.6,2626.8 

314.6,2626.8 

1 .0,1.0 

NA, NA 

1 .0, 1.0 


5%, 95% 

NA, NA 

314.6, 26265 

314 6 2626.8 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 311 of?) 


Lab: Harrogate 

Biomarker Free Cotinine (ng/mL) 
Timepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African AmericanZBIack 

N 

0 

i 

1 

1 

2 

3 



MEAN, GEO MEAN 

NANA 

1341.6 1341.6 

1341.6 1341.6 

1 .0,1.0 

1 .0,1.0 

1,0,1.0 



SD, SE 

NA, NA 

NA. NA 

NANA 

NANA 

0 .00,0.00 

0.00,0.00 



MEDIAN 

NA 

1341.6 

1341.6 

1.0 

1.0 

1.0 



MIN. MAX 

NANA 

1341.6,1341,6 

1341.6,1341.6 

1 .0,1.0 

1 .0,1.0 

1 .0,1.0 



5%. 95% 

NANA 

NANA 

NANA 

NANA 

1 .0,1.0 

1 .0,1,0 



BLQ Values Included 

NA 

0 

0 

1 

2 

3 


Caucasian 

N 

18 

27 

45 

28 

33 

61 



MEAN, geo mean 

1183.3,887.6 

1126.9, 876.6 

1149.5,881.0 

2.8.1.7 

1 .1, 1.1 

1.9,1.3 



sn,ss 

626.79, 147.74 

872.59. 167.93 

776.2a 115.71 

4.26.081 

033. a06 

199, 0.38 



MEDIAN 

1065.2 

975.4 

975.4 

1.0 

1.0 

1.0 



MIN, MAX 

15.5.2343.3 

81.5,4778.6 

15.5,4778.6 

1 .0,20.8 

1.0,2.4 

1 .0, 208 



5%, 95% 

15,5,2343.3 

221.4,1775.4 

221.4,2191.1 

1.0,11,7 

1 .0,20 

1 .0,4.1 



BLQ Values Included 

0 

0 

0 

16 

28 

44 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NA NA 

25.25 

25,2,5 



SD, SE 

NA.NA 

NANA 

NANA 

NA, NA 

NANA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

25 

25 



MIN, MAX 

NA, NA 

NANA 

NA,NA 

NA NA 

2,5,25 

25,25 



5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 

NA NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

1 

0 

1 



MEAN, GEO MEAN 

NANA 

1172,5,794.3 

1172.5.794.3 

1 .0,1,0 

NA.NA 

i.o, i.o 



SD, SE 

NA NA 

1276.71,737.11 

1276.71,737.11 

NANA 

NA, NA 

NA.NA 



MEDIAN 

NA 

449.2 

449.2 

1.0 

NA 

1.0 



MIN, MAX 

NANA 

421.6 2646.6 

421.6,2646.6 

1 .0, 1.0 

NANA 

1 ,0, 1.0 



5%, 95% 

NA NA 

421.6,2646.6 

421.6,2646.6 

NANA 

NA, NA 

na,na 



BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-llOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 312 of 7) 


Lab: Harrogate 

Bioinarken Free Cotimne (ng/tnL) 


Timenomt: Week 3 ...... 




Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN. GEO MEAN 

NA, NA 

1210 .8,1210.8 

1210.8,12108 

1 .0, 1.0 

1 .0,1.0 

1 .0, 1.0 


SD.SE 

NA, NA 

NA, NA 

NANA 

NANA 

0 .00,0.00 

0 .00.0.00 


MEDIAN 

NA 

1210.8 

1210.8 

1.0 

1,0 

1.0 


MIN, MAX 

NA, NA 

1210 .8,1210.8 

1210 .8,1210.8 

1 .0, 1.0 

1 .0,1.0 

1 .0, 1.0 


5%, 95% 

NA, NA 

NA, NA 

NA NA 

NA, NA 

1 .0, 1.0 

1 .0,1.0 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

1107.1,728.7 

1049.7,906.7 

1072.9, 829.9 

2.1, 1.4 

1 .0,1.0 

1.5, 1.2 


SD.SE 

744.03, 180.45 

503.70, 100.74 

604.45,93.27 

3.60,0.68 

0.05,0.0! 

2.48, 0.32 


MEDIAN 

844.3 

1005.9 

998.4 

L0 

1.0 

1.0 


MIN, MAX 

6.1, 2858.1 

121.1,2101.4 

6.1,2858,1 

1.0.19.9 

1 .0,1.2 

1.0, 19.9 


5%, 95% 

6.1,2858.1 

311.8,2045.1 

257.2,2101.4 

1.0,5.3 

1 .0, 1.2 

1 .0. 2.6 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Nalive American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA NA 

3.7, 3-7 

3.7, 3.7 


SD,SE 

NA, NA 

NA NA 

NA, NA 

NANA 

NA NA 

NA,NA 


MEDIAN 

NA 

NA 

NA 

NA 

3.7 

17 


MIN, MAX 

NA, NA 

NANA 

NANA 

NANA 

3.7, 3.7 

3.7,3.7 


5%, 95% 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Ollier 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1179.1,837.8 

1179.1,837.8 

1 .0, 1.0 

NA, NA 

1 .0, 1.0 


SD.SE 

NA, NA 

1213.85,700.82 

1213.85,700.82 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

512.0 

512.0 

1.0 

NA 

1.0 


MIN, MAX 

NA, NA 

445.1.2580.2 

445.1,2580.2 

1 .0,1.0 

NANA 

1 .0, 1.0 


5%, 95% 

NA, NA 

445.1,2580.2 

445.1,2580,2 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 


I 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE RIOMARKERS OF EXPOSURE BY T1MEP0INT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Peg; 313 of?) 


Lab: Harrogate 

Biomarker. Free Cotininc (ng/mL) 

Timepoint: Overall' 

Characteristic 



Smokers 



Non-Smokeis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

, 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1464.8,1464.8 

1464.8, 1464.8 

1 .0,1-0 

1 .0,1.0 

1 .0,1.0 


SD, SE 

NA, NA 

NANA 

NA, NA 

NA. NA 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

NA 

1464.8 

1464.8 

1.0 

1.0 

1.0 


MIN, MAX 

NA, NA 

1464.8,1464.8 

1464.6 1464.8 

1 .0,1.0 

1 .0,1.0 

1 .0,1.0 


5*, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

1 -0, 1.0 

1 .0,1.0 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

1101.6, 829.0 

1035.6 844,0 

1061.4, 838.1 

2.4,1,7 

1 .1, 1.1 

1.7,1.3 


SD.SE 

549.70,129.57 

613.34,115.9! 

583.89, 86.09 

3.05,0.58 

0.31,0.05 

2.16,0.28 


MEDIAN 

1065.0 

914.3 

970.2 

12 

1.0 

1.0 


MIN, MAX 

13.5, 1962.5 

736 309(12 

13.5,3090.2 

1.0, 13.9 

1.0, 27 

1.0, 139 


59b, 95% 

13.5,1962.5 

275.9,1778.5 

275.9.1876.0 

1 .0,10,6 

1.0, 1.4 

1 .0,4.1 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NANA 

2 .8,2.8 

2.8,28 


SD, SE 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

2.8 

28 


MIN, MAX 

NANA 

NANA 

NA, NA 

NANA 

28, 2.8 

2 .8, 28 


5%, 95 % 

NA NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

l 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1182.8, 825.5 

1182.8,8255 

LO, 1.0 

NANA 

1 .0,1,0 


SD,SE 

NANA 

1243.47,717.92 

1243.47,717.92 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

505.2 

505.2 

L0 

NA 

1.0 


MIN, MAX 

NA NA 

425.3,2617.9 

425.3,2617.9 

1 .0.1.0 

NANA 

1 .0, 1.0 


5%, 95% 

NA, NA 

425.3,2617.9 

425.3,2617.9 

NA NA 

NANA 

NANA 


* Overall values calculated by first averaging the results across visits within a subject then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e g., '<1.234' will be used as *1.234) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 314 of?) 


Lab: Harrogate 

Btomarker Free Cotinine (nmoI/L) 
Timepoint: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

1 

i 

1 

2 

3 



MEAN, CFO MEAN 

NA, NA 

10452 8, 10452.8 

104518, 104528 

5.7. 5.7 

5.7. 5.7 

5.7, 5.7 



SD.SE 

NA.NA 

NA, NA 

NA.NA 

NA, NA 

0 .00,0.00 

0 .00,0.00 



MEDIAN 

NA 

10452.8 

104528 

5.7 

5.7 

5.7 



MIN, MAX 

NA.NA 

104528,10452.8 

104528,10452.8 

5.7, 5.7 

5.7,5.7 

5.7,5.7 



5*, 9595 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

5.7, 5.7 

5.7, 5.7 



BLQ Values Included 

NA 

0 

0 

1 

2 

3 


Caucasian 

N 

18 

28 

46 

28 

33 

61 



MEAN. GEO MEAN 

5685.4, 4253.4 

5676.3,4317.8 

5679.8,42925 

13.3,9.1 

6 .6,6,2 

97.7.4 



SD, SE 

3262.01,768.86 

3322.32 627,86 

3262.29,481.00 

17.01,3.22 

3.87,0.67 

1223,1.57 



MEDIAN 

5253.1 

5170.2 

5217.3 

5.7 

5.7 

5.7 



MIN, MAX 

107.8, 12844.8 

103.3. 14381.6 

103.3,14381.6 

5.7, 80.0 

5.7,27.2 

5.7,80.0 



5 %, 95% 

107.8,12844.8 

1282.6, 10536l2 

1282.6,11086.1 

5.7, 56.8 

5.7, 11.9 

5.7,27.2 



BLQ Values Included 

0 

0 

0 

17 

29 

46 


Native American 

N 

0 

0 

0 

0 

1 

i 



MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

125,125 

12.5,125 



SD, SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

125 

12.5 



MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

12,5.125 

125. 12.5 



541,95% 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA.NA 

NA. NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

1 

0 

1 



MEAN, GEO MEAN 

NA, NA 

6791.5,4610.3 

6791.5,4610.3 

5.7,5.7 

NA, NA 

5.7, 5.7 



SD.SE 

NA, NA 

709202 4094.58 

7092.02 4094,53 

NA, NA 

NA, NA 

NA. NA 



MEDIAN 

NA 

3681.9 

3681.9 

5.7 

NA 

5.7 



MIN, MAX 

NA, NA 

1785.4,14907.1 

1785.4,14907.1 

5.7.5-7 

NA.NA 

5.7,5.7 



5%, 95% 

NA, NA 

1785.4,14907.1 

1785.4. 14907.1 

NA, NA 

NA, NA 

NA, NA 



BLQ V alues Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOLNT FUK DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 315 of?) 


Lab: Harrogate 

Bioniarkcn Free Ccliniire (nraol/L) 
Timcpoint: Week 2 _ 


Characteristic 



Smofceis 



Non-Smolcere 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmcricaiVBlack 

N 

0 

1 

1 

, 

2 

3 


MEAN. GEO MEAN 

NA, NA 

7613 6,7613.6 

7613.6.7613.6 

5.7, 5.7 

5 . 7 . 5.7 

5.7,5.7 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0 .00, 0.00 

0 .00,0,00 


MEDIAN 

NA 

7613.6 

7613.6 

5.7 

5.7 

5.7 


MIN, MAX 

NA, NA 

7613.6,7613.6 

7613.6,7613.6 

5.7,5.7 

5.7,5.7 

5.7,5.7 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

5.7,5.7 

5.7,5.7 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

6715.1,5037.2 

6395.4,4974.7 

6523.3,4999.6 

16.0,9.7 

6.4,6.2 

10.8,7.6 


SD.SE 

3557.04,838.40 

4951.93,953.00 

4404.96, 656.65 

24.19,4.57 

1.86,0.32 

16.98,2.17 


MEDIAN 

6045.1 

5535.4 

5535.4 

5.7 

5.7 

5.7 


MIN, MAX 

88.0, 13298.2 

462.5,27118.6 

88.0,27118,6 

5.7, ll&O 

5.7, 13.6 

5.7,118.0 


5%, 95% 

88.0,13298.2 

1256.4,10075.4 

1256.4,12434.5 

5.7, 66.4 

5.7, 11.4 

5.7, 23.3 


BLQ Values Included 

0 

0 

0 

16 

28 

44 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

14,2,14.2 

14.2,14.2 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

14.2 

14.2 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

14,2,14.2 

14.2,14,2 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

6653.8.4507,9 

6653.8, 4507.9 

5.7,5.7 

NA.NA 

5.7,5.7 


SD.SE 

NA, NA 

7245.36,4183.11 

7245.36,4183,11 

NA.NA 

NA,NA 

NA, NA 


MEDIAN 

NA 

2549.2 

2549.2 

5.7 

NA 

5.7 


MIN, MAX 

NA, NA 

2392.6, 15019.5 

2392.6,15019.5 

5.7,5.7 

NA, NA 

5.7, 5.7 


5%, 95% 

NA, NA 

2392.6,15019.5 

2392.6,15019.5 

NA, NA 

NA. NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

! 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 316 of?) 


Lab: Harrogate 

Bio marker: Free Corinine (umol/L) 


Timepomt: week 3 



Smokers 



Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

i 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA NA 

6871.3,6871.3 

6871.3,6871.3 

5.7,5.7 

5.7,5.7 

5.7,5.7 


SD.SE 

NA.NA 

NA, NA 

NA NA 

NA NA 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

NA 

68713 

6871.3 

5.7 

5.7 

5.7 


MIN, MAX 

NA, NA 

6871,3,6871.3 

6871.3,6871,3 

5.7. 5.7 

5.7,5.7 

5.7.5.7 


5%, 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

5.7,5.7 

5.7,5.7 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

6282.8,4135.0 

5957.1,5145.3 

6089.0,4709.6 

12 .1,8,2 

5.8,5.8 

8.7,6.8 


SD.SE 

4222.34,1024.07 

2858.49,571.70 

3430.24,529.30 

20,44, 3.86 

0.27,0.05 

14.08,1.80 


MEDIAN 

4791.4 

3708.5 

5665.7 

5.7 

5.7 

5.7 


MIN, MAX 

34.6, 16219.7 

687.2, 11925.4 

34.6,16219.7 

5.7,112.9 

5.7,6.8 

5.7.112.9 


5%, 95* 

34.6, 16219.7 

1769.5,11605.9 

1459.6, 11925.4 

5.7. 30.1 

5.7,6.8 

5.7,14.8 


BLQ Values Included 

0 

0 

0 

16 

31 

47 


N 

0 

0 

0 

0 

i 

l 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

21 .0,21.0 

21 .0,21.0 


SD,SE 

NA, NA 

NA,NA 

NA, NA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

21.0 

21.0 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NANA 

21 .0,21.0 

21 .0,21.0 


5*, 95* 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 

NA, NA 


BLQ V alues Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

I 


MEAN, GEO MEAN 

NA, NA 

6691.4,4754.3 

6691.4,4754.3 

5.7,5.7 

NA, NA 

5.7,5.7 


SO, SE 

NA, NA 

6888.59, 3977.13 

6888-59,3977.13 

NANA 

NA.NA 

NA, NA 


MEDIAN 

NA 

2905.6 

29B5.fi 

5.7 

NA 

5.7 


MIN, MAX 

NA, NA 

2525.9. 14642.6 

2525.9,14642.6 

5,7,5.7 

NANA 

5.7,5.7 


5%, 95* 

NA, NA 

2525.9, 14642.6 

2525.9, 1464X6 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

l 

NA 

1 
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table i 4,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 317 of?) 


Lab: Harrogate 

Biomarker Free Cotinine (limol/L) 
Timepoim: Overall' _ 


Smokerc_ _Non-Smokers 


CliaractcrisLic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

8312.6,8312.6 

8312.6.8312.6 

5.7.5.7 

5.7,5.7 

5.7,5.7 


SD.SE 

NANA 

NANA 

NA, NA 

NA NA 

0.00,0.00 

0.00,0.00 


MEDIAN 

NA 

8312,6 

8312.6 

5.7 

5.7 

5.7 


MIN, MAX 

NANA 

8312.6,8312.6 

8312,6,8312.6 

5.7,5.7 

5.7,5.7 

5.7,5.7 


3%, 95% 

NA, NA 

NANA 

NA, NA 

NA. NA 

5.7,5.7 

5.7,5.7 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

6251.7,47(5.3 

5877,1, 4789,4 

6023.7, 4756.3 

13.8,9.5 

6.3,61 

9.7,7.5 


SD, SE 

3119,51,735.28 

3480.75,657.80 

33135 8,488.56 

17.28,3.27 

1.78,0.31 

12.27, 1.57 


MEDIAN 

6043.6 

5188.9 

5505.8 

65 

5.7 

5.7 


MIN, MAX 

76.8,11137.0 

417.7,17537.1 

76.8,17537.1 

5.7, 78.7 

5.7, 15.5 

5.7,78.7 


5%, 95% 

76.8,11137.0 

1566.0,10093.0 

1566.0, 10646.3 

5.7, 60.2 

5.7,8.1 

5.7,23.5 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA NA 

NANA 

NANA 

NA.NA 

15.9.15.9 

15.9, 15.9 


SD.SE 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

NA 

15.9 

15.9 


MIN, MAX 

NANA 

NANA 

NANA 

NA, NA 

15.9,15.y 

15.9,15.9 


5%, 95% 

NANA 

NA, NA 

NANA 

NA, NA 

NA, NA 

NA.NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

6712.2. 4684.3 

6712.2,4684.3 

5.7,5.7 

NA NA 

5.7, 5.7 


SD.SE 

NA NA 

7056.73,4074.20 

7056.73.4074.20 

NA NA 

NA NA 

NANA 


MEDIAN 

NA 

2866,8 

2866.8 

5.7 

NA 

5,7 


MIN, MAX 

NA, NA 

2413.4, 14856.4 

2413,4, 14856.4 

5.7,5.7 

NA NA 

5.7,5.7 


5%, 95% 

NA NA 

2413.4, 14856.4 

2413.4,14856.4 

NANA 

NANA 

NANA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating tte descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to tie 1 upper limit of the 
BLQ (e.g, '<1,234' will be used as '1.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TtMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 3l8of?) 


Lab: Harrogate 

Biomarker. Total 3-hydroxycotintne (ngfmL) 
Timepoini: week i _ 


Characteristic 



Smokers 



Nun-Smoke is 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

i 

1 

I 

2 

3 



MEAN, GEO MEAN 

NA.NA 

2212.4.2212.4 

2212.4,2212.4 

3.1, 3.1 

2 ,1, 1.8 

2.4,2.1 



SD, SE 

NA, NA 

NANA 

NANA 

NANA 

1.56,1.10 

1.24,0.72 



MEDIAN 

NA 

2212.4 

2212.4 

3.1 

2.1 

3.1 



MIN, MAX 

NA, NA 

2212.4,2212.4 

2212.4,2212.4 

3.1,3.1 

1 .0,3.2 

1.0, 3.2 



5%, 95% 

NANA 

NANA 

NANA 

NANA 

1 .0,3.2 

1.0, 3.2 



BLQ Values Included 

NA 

0 

0 

0 

1 

1 


Caucasian 

N 

IS 

28 

46 

28 

33 

61 



MEAN, GEO MEAN 

5422.5,3090.8 

4696.5,3303.8 

4980.6 3218.8 

8 .8, 3.6 

2.3,1.6 

5.3,2.3 



SD.SE 

6007.04,1415.87 

3494.45,660.39 

4592.06677,06 

18,07,3.41 

3.10,0.54 

1275,1.63 



MEDIAN 

3942.6 

3971-5 

3966.8 

2.8 

1,0 

15 



MIN, MAX 

57.0,26581.8 

67.5, 15165.6 

57.0, 26581,8 

1.0,961 

1.6 18.0 

1.0,96.1 



5%, 95% 

57.0,26581.8 

6022. 12291.4 

602.2,12291.4 

1.0.21.5 

1.0.5.9 

1.0,180 



BLQ Values Included 

0 

0 

0 

8 

15 

23 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NANA 

14.4, 14.4 

14.4, 14,4 



SD.SE 

NA.NA 

NA, NA 

NA NA 

NA, NA 

NA.NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

14.4 

14,4 



MIN, MAX 

NANA 

NA, NA 

NA NA 

NA NA 

14.4,14.4 

14.4, 14.4 



S%,95% 

NANA 

NANA 

NANA 

NA NA 

NA NA 

NANA 



BLQ V allies Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

I 

0 

1 



MEAN, GEO MEAN 

NANA 

3647.3,2339.6 

3647.3,2339.6 

4.9,4.9 

NA, NA 

4.9, 4.9 



SD.SE 

NANA 

3288 56,1898.65 

328856 1898.65 

NANA 

NA.NA 

NA.NA 



MEDIAN 

NA 

3298.4 

3298.4 

4.9 

NA 

49 



MIN, MAX 

NA. NA 

547.1,70964 

547.1.7096.4 

4.9,4.9 

NANA 

4.9, 4.9 



5%, 95% 

NANA 

547.1.70964 

547-1,7096.4 

NA.NA 

NANA 

NA, NA 



BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 313 of?) 


Lab: Harrogate 

Biomarken Total 3-hydroxycotinine (ng/mL) 

Timepoinl: Week 2 _________________ 

_ Smokers _ _ Non-Smokers _ 

Character! stir_Slatisllc___Male_Female_Overall_ Male _ Female _ Overall 


African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

2714.0,2714.0 

2714.0,2714.0 

4.4,4.4 

2.9,2.2 

3.4,2.8 


SD.SE 

NANA 

NANA 

NANA 

NA NA 

269,1.90 

209,1.21 


MEDIAN 

NA 

2714,0 

2714.0 

4.4 

2.9 

4.4 


MIN, MAX 

NA, NA 

2714.0,2714.0 

27 14.0, 2714.0 

4.4,4.4 

1 .0,4.8 

10,4.8 


5%, 95% 

NANA 

NA, NA 

NA.NA 

NANA 

10,4.8 

1.0, 4.8 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

5759.2,35811 

64385, 4596.8 

6166.8,4160.3 

13.9,4.3 

28.1.8 

7.9,2.7 


SD.SE 

5203.34,1226.44 

4757.3a 915.54 

4893.60,729.50 

32.89,6.22 

3.67,0.64 

22.91,2.93 


MEDIAN 

4781.9 

5060.3 

4954.9 

2.6 

L.3 

1.9 


MIN, MAX 

53.8,23327.3 

276.3, 16335.0 

53.8,23327.3 

1.0,169-4 

1.0,17.5 

1.0, 169.4 


5%, 95% 

53.8,23327J 

968.5,16284.7 

807,0, 16284.7 

1.0,57.6 

10,13.6 

1.0,26.2 


BLQ Values Included 

0 

0 

0 

2 

13 

15 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, CEO MEAN 

NANA 

NANA 

NANA 

NANA 

io.a lo.o 

10.0,10.0 


SD.SE 

NA.NA 

NA,NA 

NANA 

NA.NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

10.0 

10.0 


MIN, MAX 

NANA 

NA, NA 

NANA 

na,na 

io.o, iao 

iaa io.o 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

nana 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

4240.4,2628.5 

4240.4,2628.5 

25,2.5 

NA, NA 

25,25 


SD, SE 

NANA 

5007.82, 2891.27 

5007.82 2891.27 

NA.NA 

NA NA 

NA NA 


MEDIAN 

NA 

1447.2 

1447.2 

25 

NA 

25 


MIN, MAX 

nana 

1252!. 10021.8 

12521, 10021.8 

25,25 

nana 

25,25 


5%, 95% 

NA, NA 

1252.1,10021,8 

12521,10021.8 

NA.NA 

NANA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page: 320 of?) 


Lab: Hairogale 

Biomartrr: Total 3-hydroxycotinine (ng/mL) 
Timepoint: Week 3 _ 


Characteristic 



Smelters 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

i 

2 

3 


MF.AN, GEO MEAN 

NA, NA 

3320.0,3320.0 

3320.0.3320.0 

26,2.6 

1.7.1.5 

2 .0. 1.8 


SD.SE 

NANA 

NANA 

NA.NA 

NA, NA 

0.99.0.70 

0.87,0.50 


MEDIAN 

NA 

3320.0 

3320.0 

2.6 

1.7 

2.4 


MIN, MAX 

NA, NA 

3320.0, 3320.0 

3320.0,3320.0 

26,26 

1.0, 24 

1.0,26 


546, 95% 

NA, NA 

NA,NA 

NA, NA 

NA NA 

1.0,24 

1 .0,2.6 


DLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasi an 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

4831.2,2900.2 

5449.3,4114.2 

5199.1,3571.3 

7.2,3.3 

1.9, 1.5 

4.3,21 


SD.SE 

3990.41.967.82 

4645.96,929.19 

4352.40,671.59 

13.35,2.52 

1.65,0.29 

9.42,1.21 


MEDIAN 

42182 

4076.6 

4147.4 

2.6 

1.0 

12 


MlN t MAX 

49.9,14967.4 

703.4,23404.7 

49.9,23404.7 

1.0,69.1 

1.0,6.9 

1.0,69.1 


5%, 95% 

49.9, 14967.4 

935.8,113527 

703.4, 12479.5 

1.0, 21.9 

L0, 5.7 

1.0, 15.6 


BLQ Values Included 

0 

0 

0 

7 

18 

25 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA NA 

NANA 

NA NA 

125,125 

125,12.5 


SD, SE 

NANA 

NA. NA 

NA, NA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

125 

125 


MIN, MAX 

NA NA 

NA, NA 

NA NA 

NANA 

12.5,12.5 

12.5,125 


S%,95% 

NANA 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA.NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

3557.6,2457.6 

3557.6,2457.6 

15,1.5 

NA NA 

1.5,1.5 


SD, SE 

NANA 

3559.40,2055.02 

3559.40, 2055,02 

NANA 

NA NA 

NA NA 


MEDIAN 

NA 

2172.9 

2172.9 

1.5 

NA 

15 


MIN, MAX 

NANA 

898.7,7601.3 

898.7,7601.3 

15.1.5 

NA. NA 

1.5,15 


5%, 95% 

NA NA 

898.7,7601.3 

898.7,7601,3 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY 'HMFPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 321 of?) 


Lab: Harrogate 

Biomarlter. Tolal 3-hydroxycoliiunc (agtaL) 
Timepoim: Overall* _ 


Characteristic 



Smokets 



Non-Smokets 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amcrican/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

2748.8, 2748.8 

2748.8.2748.8 

3.4,3.4 

23, 1.9 

2.6, 2.3 


SD.SE 

NA. NA 

NA. NA 

NA, NA 

NA, NA 

1.77,1.25 

1.42.0.S2 


MEDIAN 

NA 

2748.8 

2748.8 

3.4 

2.3 

3.4 


MIN, MAX 

NA, NA 

2748.8,274S.8 

2748.8,2748.8 

3.4,3.4 

1.0, 3.5 

1.0, 3.5 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.0, 3.5 

1.0, 3.5 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

5401.5, 3535.5 

5389.9,4059.9 

5394.5, 3846.1 

9.9, 4.3 

2.3, 1.8 

5.8,27 


SD. SE 

4129.77,973.40 

3902.06,737.42 

3946.98.581.95 

16.58, 3.13 

225,0.39 

11.87, 1.52 


MEDIAN 

5004.8 

4330.9 

4816.4 

4.1 

1.2 

1.8 


MIN, MAX 

53.6, 18644,1 

349.1,18285.0 

53-6 18644-1 

1.0,663 

1.0,11.3 

1.0, 663 


5%, 95* 

53-6 18644,1 

835.5,11100.3 

745.1,11100.3 

1.0,61.9 

1 .0,7.6 

1.0,18.6 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

12.3,12.3 

123,12.3 


SD.SE 

NA. NA 

NA, NA 

NA.NA 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

12,3 

12.3 


MIN, MAX 

NA, NA 

NA. NA 

NA, NA 

NA.NA 

123,123 

12.3,12.3 


5%, 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

3815.1,2575,8 

3815.1,2575.8 

3.0,3.0 

NA, NA 

3.0, 3.0 


SD.SE 

NA, NA 

3895.94.2249.32 

3895.94.2249.32 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2306.2 

23062 

3.0 

NA 

3.0 


MIN, MAX 

NA, NA 

899.3,8239.8 

899.3, 8239.8 

3.0, 3.0 

NA, NA 

3.0,3.0 


5*, 95* 

NA, NA 

899.3, 8239.8 

899.3, 8239.8 

NANA 

NA, NA 

NA, NA 


* Ovetall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs nc4 apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., ’<1.234' will be used as ‘ 1.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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table m.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 322 of?) 


Lab: Harrogate 

Biomarker: Total 3-hydrosycoiimne (nmol/L) 
Timepoint: Week 1_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

11511.1.11511.1 

11511.1.11511.1 

16.1.16.1 

10.9,9.3 

12 .6.11.2 


SD,SE 

NANA 

NANA 

NANA 

NANA 

S.06,5.70 

6.44,3.72 


MEDIAN 

NA 

11511.1 

11511.1 

16.1 

10.9 

16.1 


MIN, MAX 

NA, NA 

11511.1,11511.1 

11511.1,11511.1 

16.1,16.1 

52, 16.6 

5.2,16.6 


5%, 95% 

NANA 

NA, NA 

NA,NA 

NA, NA 

52, 16.6 

5.2,16.6 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

28213.3, 16081.4 

24435.6,171S9.7 

25913.9,16747.2 

45.6,18.5 

12.0.8.4 

27.4,121 


SD.SE 

31254.60,7366.79 

18181.60,3436.00 

23892.50,3522.75 

94.00,17.76 

16,15,2.81 

66.34,8.49 


MEDIAN 

20513.4 

20663.7 

20639.0 

14.6 

5.2 

7.8 


MIN, MAX 

296.6,138305.1 

351.2,78906.6 

296.6,138305.1 

5.2,500.0 

5.2, 93.7 

5,2,500.0 


5%, 95% 

296.6, 138305.0 

313332,63952.2 

3133.2,63952.2 

5.2, 111.9 

5.2,30.7 

5.2,93.7 


BLQ Values Included 

0 

0 

0 

8 

15 

23 

Naive American 

N 

0 

0 

0 

0 

1 

l 


MEAN,GEO MEAN 

NANA 

NA, NA 

NA, NA 

NA NA 

74.9,74.9 

74.9,74.9 


SD,SE 

NANA 

NANA 

NA, NA 

NA NA 

NANA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

74.9 

74.9 


MIN, MAX 

NANA 

NA, NA 

NA NA 

NA, NA 

74.9,74.9 

74.9, 74.9 


5%, 95% 

NANA 

NA.NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

18976.9, 12172.S 

18976.9, 12172.8 

25.5,25.5 

NANA 

25.5,25.5 


SD, SE 

NA NA 

17110.40,9878.68 

17110.40,9878.68 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

17161.6 

17161.6 

25.5 

NA 

25.5 


MIN, MAX 

NANA 

2846.6,36922.6 

2846.6, 36922 6 

25.5,25.5 

NANA 

25.5,25.5 


5%, 95% 

NA, NA 

2846.6, 36922.6 

2846.6.36922.6 

NANA 

NA NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR U RTNE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 323 of I) 


Lab; Harrogaie 

Biomarken Toial 3-hydioaycotinine (nmoVL) 
Timepoint: Week 2_ 


Char acteri Stic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, C.EO MEAN 

NANA 

14120.9,14120.9 

14120.9, 14120.9 

22.9,22.9 

15.1,11.4 

17.7,14,4 


SD.SE 

NA.NA 

NA, NA 

NANA 

NA, NA 

14.00,9.90 

10.88,6.28 


MEDIAN 

NA 

14120.9 

14120.9 

229 

15.1 

229 


MIN, MAX 

NA.NA 

14120.9,14120.9 

14120.9,14120.9 

229,22.9 

5.2, 25.0 

52,25.0 


5%, 9548 

NA, NA 

NANA 

NA, NA 

NA, NA 

5.2,25.0 

5.2,25.0 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

29965.1,18637.5 

33499.6,23917.2 

32085.8,21646.2 

722 22.2 

14.5,9.5 

41.0,14.0 


SD.SE 

27073.00, 6381.16 

2475220,4763.57 

25461.40, 3795.56 

171.12 3234 

19.09, 3.32 

119.21,15.26 


MEDIAN 

24880,2 

26328.7 

25780.3 

13.3 

6.8 

9.9 


MIN, MAX 

279.9, 121371.9 

1437.6,84991,0 

279.9,121371.9 

5.2,831.4 

5.2,91.1 

5.2,881.4 


5%, 95% 

279.9,121372.0 

5039.1, 84729.3 

4198.8,84729.3 

5.2,299-7 

5.2,70.8 

5.2, 136.3 


BLQ V alues Included 

0 

0 

0 

2 

13 

15 

Native American 

N 

0 

0 

0 

0 

1 

l 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

520,520 

52.0,520 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

520 

520 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

520, 52.0 

520,520 


5%, 95% 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

l 

0 

i 


MEAN, GEO MEAN 

NA, NA 

220626,13676.0 

220626,13676.0 

13.0,13.0 

NA, NA 

13.0, 13.0 


SD,5E 

NA, NA 

26055.70,15043.20 

26055.70,15043.20 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

7529.8 

7529.8 

13.0 

NA 

13.0 


MIN, MAX 

NA, NA 

6514.7,52143.4 

6514.7,52143.4 

13.0, 13.0 

NA.NA 

13.0, 13.0 


5%, 95% 

NA, NA 

6514.7, 52143.4 

6514.7.52143.4 

NA. NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMBPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 324 of?) 


Lab: Harrogate 

BioniarScen Total 3-hydraiycotinine (nmol/L) 
Timepoint: Week 3_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. CiF.O MEAN 

NANA 

17274.0, 17274.0 

17274.0. 17274.0 

13.5, 13,5 

8.9.8.1 

10.4, 9.6 


SD, SE 

NA NA 

NANA 

NANA 

nana 

5.15,3,65 

4.53,2.62 


MEDIAN 

NA 

17274.0 

17274.0 

13.5 

8.9 

125 


MIN, MAX 

NA, NA 

17274.0, 17274.0 

17274.0,17274.0 

13.5, 13.5 

5.2,12.5 

5.2, 13.8 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

5.2, 12.5 

5.2, 13.5 


BLQ V alucs Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

25136.6, 15089,8 

283526,214063 

27050.9,18581.2 

37.4,16.9 

10 .0,7.8 

226,11.1 


SD, SE 

2076210, 5035-55 

24173.00,4834.59 

22645,60, 3494.29 

69.45,13.13 

8.61,1.50 

4899, 6.27 


MEDIAN 

21947.3 

21210.5 

21578.9 

13.6 

5.2 

6.2 


MIN, MAX 

259.6,77875.4 

3659.8, 121774.7 

259.6,121774.7 

5.2,359.5 

5.2,35.9 

5.2,359.5 


5%, 95% 

259.6,77875.4 

4869.0,59068.1 

3659.8, 64930.8 

5.2,1L3.9 

5.2,29.7 

5.2,81.2 


BLQ Values Included 

0 

0 

0 

7 

18 

25 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

65.0,65.0 

65.0,65.0 


SD, SE 

NA NA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

65.0 

65.0 


MIN, MAX 

NA, NA 

NANA 

NA NA 

NA NA 

65.0,65,0 

65.0, 65.0 


5%, 95% 

NANA 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA r NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

18510.4, 12787.0 

18510,4, 12787.0 

7.8,7.8 

NA, NA 

7.8, 7.8 


SD, SE 

NA NA 

18519.60, 10692 30 

18519.60, 1069230 

NA, NA 

NANA 

NA NA 


MEDIAN 

NA 

11305.6 

11305.6 

7,8 

NA 

7.8 


MIN, MAX 

NANA 

4675.9,39549.6 

4675.9,39549.6 

7.8,7.8 

NA, NA 

7.8, 7.8 


5%. 95% 

NANA 

4675.9. 39549.6 

4675.9, 39549.6 

NANA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-6 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 325 of 2) 


Lab: Harrogate 

Biomarker Total 3-hydroxycodnine (nmol/L) 









— 




Smokers 



Non-Smokers 


Siaistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


N 

0 

i 

1 

J 

2 

3 


MEAN. GEO MEAN 

NA.NA 

14302.0,14302.0 

14302.0, 14302.0 

17.5,17.5 

11,6,9.7 

13.6,11.8 


SD.SE 

NANA 

NA, NA 

NA, NA 

NANA 

9.05,6.40 

7.25,4.19 


MEDIAN 

NA 

14302.0 

14302.0 

17.5 

11.6 

17.5 


MIN, MAX 

NA.NA 

14302.0,14302.0 

14302.0,14302.0 

17.5,17.5 

5.2,18.0 

5.2,18.0 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

5.2,18.0 

5.2,18.0 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

28104.0. 18394.8 

28043.8,21123.7 

28067.3, 20010.7 

51.7,22.5 

12 .2,9.2 

30.3,13.9 


SD.SE 

21487.20,5064.58 

20302.50,3836.80 

20536.20,3027.89 

86.24,16.30 

11,71,2.04 

61.76,7.9! 


MEDIAN 

26040.0 

22533.3 

25059.3 

21.5 

6.1 

9.5 


MIN, MAX 

278.7,97005.2 

18J6.2,95136.9 

278.7,97005.2 

5.2, 344.8 

5.2, 58.8 

5.2,344.8 


5%, 95% 

278.7,97005.2 

4347.1,57754.9 

3876.6,57754.9 

5.4, 322.2 

5.2,39.7 

5.2,96.8 

Native American 

N 

0 

0 

0 

0 

1 

! 


MEAN, GEO MEAN 

NA. NA 

NA, NA 

NA, NA 

NANA 

64.0,64.0 

64.0,64.0 


SD.SE 

NA, NA 

NANA 

NA, NA 

NANA 

NANA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

NA 

64.0 

64.0 


MIN. MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

64.0, 64.0 

64.0, 64.0 


5%, 95 % 

NA, NA 

NA NA 

NANA 

NANA 

NANA 

NANA 


N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NA, NA 

19850.0,13401.7 

19850.0,13401.7 

15.4,15,4 

NA, NA 

15.4, 15.4 


SD.SE 

NA, NA 

20270.70,11703.30 

20270.70, 11703.30 

NA.NA 

NANA 

NANA 


MEDIAN 

NA 

11999.0 

11999.0 

15.4 

NA 

15-4 


MIN, MAX 

NA. NA 

4679,1,42871.9 

4679.1,42871.9 

15.4,15.4 

NANA 

15.4,15.4 


5%. 95% 

NA, NA 

4679.1,42871.9 

4679.1,42871.9 

NA, NA 

NANA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as T.234 r ) for the averages across visits within a subjeetthus eliminatig all BLQ values for the overall statistics. 
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TABLE I4.4-S 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 326 of 7) 


Lab: Harrogate 

Biomarker Fite 3-hydroxycotmine (nghnL) 
Ttmepoint: Week 1_ 


Characteristic 



Smoke re 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Mak 

Female 

Overall 

African American/BUck 

N 

0 

i 

i 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

2380.5,2380.5 

2380.5,2380.5 

2.6, 2.6 

1.3, 1.2 

1.7,1.6 


SD.SE 

NANA 

NANA 

NA,NA 

NA.NA 

0.35,0.25 

0.82,0.47 


MEDIAN 

NA 

2380.5 

2380.5 

16 

1.3 

1,5 


MIN, MAX 

NA NA 

2380.5,2380.5 

2380.5,2380.5 

16,2.6 

1.0,1.5 

1.0, 26 


5%, 95% 

NANA 

NANA 

NANA 

NA, NA 

1.0,1.5 

1.0, 2.6 


BLQ Values Included 

Na 

0 

0 

0 

1 

1 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

3751.4,2167.4 

3510.3,24612 

3604.6,23413 

7.2.3.2 

2.1, 1.5 

4.4,2.1 


SD.SE 

3939,23, 928,49 

2776.1L 524.64 

3240.43, 477.78 

14.46,173 

197,0.52 

1026,1,31 


MEDIAN 

3027.7 

3397.5 

3358.5 

19 

1.1 

1.3 


MIN, MAX 

30.1,17333.8 

512,12964.7 

30.1, 17333.8 

1.0, 77.2 

1.0,17.7 

1.0,77.2 


5 %, 95% 

30.1,17333.8 

445.6,9882.6 

4-15.6, 9882.6 

1.0, 16,5 

1.0, 4.9 

1.0, 16.4 


R1 -Q Vallies Included 

0 

0 

0 

7 

15 

22 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA.NA 

NANA 

na,na 

NANA 

!0.110.2 

10.2,10.2 


$D, SB 

NA, NA 

NA NA 

NANA 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

10.2 

10.2 


MIN, MAX 

NA.NA 

NANA 

NANA 

NA, NA 

10.110.2 

10.2, 10.2 


3%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NANA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

3097.6, L876.6 

3097.6, 1875.6 

4.4, 4.4 

NA, NA 

4.4,4.4 


SD,SE 

NANA 

3063.91, 1768.95 

3063.91, 1768-95 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

2430,5 

2430.5 

4.4 

NA 

4.4 


MIN. MAX 

NA, NA 

422.2, 6440.1 

422.16440.1 

4.4. 4.4 

NA NA 

4.4.4.4 


5%, 95% 

NANA 

42116440.1 

42116440.1 

NA, NA 

NA NA 

na na 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 327 qf?) 


Lab; Harrogate 

Biomarken Free 3-hydroxycotinine (ng/roL) 
Time point: Week 2 __ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

1911.3.1911.3 

1911.3,1911.3 

2.2,2,2 

2.8,1! 

2.6, 2.1 


SD,SE 

NANA 

NANA 

NANA 

NANA 

2,47,1.75 

1.78,1-03 


MEDIAN 

NA 

1911.3 

1911.3 

21 

2.8 

12 


MIN, MAX 

NA, NA 

1911.3,1911.3 

1911,3,1911.3 

2.2,2.2 

1.0,4.5 

1.0,4.5 


5®, 95® 

NA r NA 

NA, NA 

NA NA 

NA, NA 

1.0,4.5 

1.0,4.5 


BLQ Values Included 

NA 

0 

0 

0 

L 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

4429.1,2668.3 

5096.1,3538.7 

4829.3,3160.8 

11.2,3.7 

22 , 1.6 

6.4,2.4 


SD, SE 

4222.63,995.28 

3949.74,76a 13 

4027.0a 600.31 

262ft 4.95 

280, 0.49 

18.26234 


MEDIAN 

3357.9 

4054.4 

3464.4 

2.6 

1.2 

1.6 


MIN, MAX 

26.9, 18865.3 

219.4,13348.8 

26.9,188653 

1.0,135.0 

1.0,15.9 

1.0,135.0 


5%, 95® 

26.9, 18665.3 

731.1,13308.1 

692,4,13308.1 

1.0, 45.6 

1.0, 6.9 

1.0,21.4 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

i 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NANA 

7.0,7.0 

7.0, 7.0 


SD, SE 

NA, NA 

NANA 

NANA 

NA NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

7.0 

7.0 


mtn.max 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

7.0,7.0 

7.0.7.0 


5%, 95% 

NA, NA 

NANA 

NA.NA 

NA NA 

NANA 

NA. NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

l 


MEAN, GEO MEAN 

NA, NA 

3500.5,2090.2 

3500.5,2090.2 

2.4,2.4 

NANA 

24,24 


SD, SE 

NA, NA 

4259.03,2458,95 

4259.03, 2458.95 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

1048.0 

1048.0 

14 

NA 

2.4 


MIN, MAX 

NA, NA 

1035.1,8418.4 

1035.1.8418.4 

14,14 

NA, NA 

24,24 


5%. 95® 

NANA 

1035.1,8418.4 

1035.1, 8418.4 

NA NA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Pay. 328 of 7) 


Lab: Hamugalc 

BiomarVer. Free 3-hydroxycotinine (ng/mL) 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

__ 

African American/Black 

N 

0 

i 

i 

i 

2 

3 



MEAN, GEO MEAN 

NA, NA 

2455.4,2455.4 

2455.4,2455.4 

2.0,2.0 

1.0,1.0 

1.3,1.3 



SD.SE 

NA, NA 

NANA 

NA, NA 

NA NA 

0.00,0.00 

0.58.0.33 



MEDIAN 

NA 

2455.4 

2455.4 

2.0 

1.0 

1.0 



MIN, MAX 

NA f NA 

2455.4,2455.4 

2455.4, 2455.4 

10,2.0 

1.0,1.0 

1.0,2.0 



5%, 9596 

NA, NA 

NANA 

NA, NA 

NA, NA 

1.0, 1.0 

1.0,2.0 



BLQ Value* Included 

NA 

0 

0 

0 

2 

2 


Caucasian 

N 

17 

25 

42 

28 

33 

61 



MEAN, GEO MEAN 

3384.2,2057.2 

3929.6,3010.9 

3708.9,2580.7 

5.8,2.9 

1.7, 1.4 

3.6,1.9 



SD.SE 

2434.95,590.56 

3149.70,629.94 

2862.58,441.71 

10.65,2.01 

1.33,0.23 

7.50,0.96 



MEDIAN 

3560.9 

3089.2 

3269.8 

25 

1.0 

1.3 



MIN, MAX 

20.4,9253.1 

525.1,15599.2 

20.4,15599.2 

1.0,56.0 

1.0,5.8 

1.0,56.0 



5%, 95% 

20.4,9253.1 

627.6,8394.0 

525.1, 83940 

1.0. 17.1 

1.0,5.6 

1.0, 10.9 



BLQ Values Included 

0 

0 

0 

8 

21 

29 


Native American 

N 

0 

0 

0 

0 

1 

I 



MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

9.7,9.7 

9.7,9.7 



5D,SE 

NA, NA 

NA t NA 

NA, NA 

NA, NA 

NA. NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

9.7 

9.7 



MIN, MAX 

NA, NA 

NA. NA 

NANA 

NANA 

9.7.9.7 

9.7,9.7 



5%. 95% 

NA, NA 

NA, NA 

NANA 

NA NA 

NANA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

1 

0 

I 



MEAN, GEO MEAN 

NA, NA 

3023.0,2123.9 

3023.0,2123.9 

1 X 1.3 

NA, NA 

1.3,1.3 



SD,SE 

NA NA 

3104.26 1792.25 

3104.26 1792.25 

NA, NA 

NA, NA 

NA NA 



MEDIAN 

NA 

1520.9 

1520.9 

1.3 

NA 

1.3 



MIN. MAX 

NANA 

955.5.6592.6 

955.5,6592.6 

1.3,1.3 

NA, NA 

1.3, 13 



5%, 95% 

NANA 

955.5,6592.6 

955.5,6592,6 

NANA 

NANA 

NA, NA 



BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 329 of?) 


Lab: Harrogate 

Biomarker: Free 3-hydroxycotinine (ng/mL) 
Timepoint: Overall* _ 


Smokers___ _ Non-Smokcra 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African A me rican/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

2249.1,2249,1 

2249.1,2249.1 

28,23 

1.7, 1.5 

1.9, 1.7 


SD,SE 

NANA 

NANA 

NA, NA 

NANA 

0,910.65 

0.75,0.43 


MEDIAN 

NA 

2249.1 

2249.1 

2.3 

1.7 

23 


MIN, MAX 

NA, NA 

2249.1,2249.1 

2249.1,2249,1 

23,2.3 

1.0,23 

1.0,23 


5%, 95% 

NA, NA 

NANA 

NA NA 

NA, NA 

1.0,23 

1.0,23 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

3908,9,2541.6 

4078.2, 3045.4 

4011.9,2837.3 

8.1,3.7 

2.0, 1.6 

4.8,2.4 


SD.SE 

2969.07,699.82 

2991.51,565.34 

2950.71,435.06 

13.39,153 

1.72,0.30 

957,1.22 


MEDIAN 

3787.3 

3393.2 

3564.8 

3.3 

1.3 

1.7 


MIN, MAX 

25.8, 13647.0 

265.6, 13970.9 

25.8,13970.9 

1.0,52.6 

1.0, 8.8 

1.0,526 


5%, 95% 

25.8, 13647.0 

601.4, 89655 

601.4,8965.5 

1.0,51.5 

1.0, 6.6 

1.0,14.3 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA NA 

NANA 

9.0,9.0 

9.0,9.0 


SD.SE 

NA, NA 

NA NA 

NA NA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

9.0 

9.0 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

9.0,9.0 

9.0,9.0 


5%, 95% 

NANA 

NA, NA 

NANA 

NA, NA 

NANA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

i 


MEAN, GEO MEAN 

NANA 

3207.1,2126.1 

3207.1.2126.1 

17.17 

NA, NA 

27,2.7 


SD.SE 

NA.NA 

344159,1987.00 

3441.59.1987.00 

NANA 

NA, NA 

NANA 


MEDIAN 

NA 

1662.2 

1662.2 

2.7 

NA 

2.7 


MIN, MAX 

NA, NA 

808.6,7150.4 

808.6,7150.4 

27,27 

NANA 

27, 2.7 


5%, 95% 

NANA 

808.6. 7150.4 

808.6,7150.4 

NA, NA 

NA, NA 

NA, NA 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as the BLQ values were converted to the- upper limit of the 
BLQ (e.g,, ’<1.234’ will be used as '1,234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 144-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag! 330 of?) 


Lab: Harrogate 

Biomarkcn Free 3-hydroxycotinine (nmol/L) 
Time point: Week 1 _ 


Characteristic 



Smokers 



Non-Smukrni 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

1 

1 

1 

2 

3 



MEAN. GEO MEAN 

NANA 

12385.7, 12385.7 

12385.7,12385.7 

13.5. 13.5 

6J.6.4 

8.8, 8.2 



SD.SE 

NANA 

NANA 

NA, NA 

NA, NA 

1.84,1.30 

4.25,2.45 



MEDIAN 

NA 

12385.7 

12385.7 

13.5 

6.5 

7.8 



MTN, MAX 

NANA 

12385.7.12385.7 

12385.7, 12385.7 

13,5,13.3 

5.2,7.8 

5.2, 13.5 



5%, 93% 

NA, NA 

NANA 

NA.NA 

NA NA 

5.2,7.8 

5.2,13.5 



BLQ Values Included 

NA 

0 

0 

0 

1 

1 


Caucasian 

N 

18 

28 

46 

28 

33 

61 



MEAN, GEO MEAN 

19518.5,11277.0 

18264.0,12810.7 

18754.9,12187,2 

37.3,16.5 

10.8,7.9 

23.0,11.0 



SD.SE 

20495.80,4830.91 

14444.10,2729.68 

16860.00,2485.87 

75.24, 14.22 

15.43,2.69 

53.40,6.84 



MEDIAN 

15752.9 

17676.9 

17526.3 

14.9 

5.7 

6.8 



MIN, MAX 

136.6,90187.8 

271.6,67455.3 

156.6,90187.8 

5.2, 401.7 

52,92.1 

5.2, 401.7 



95 % 

156.6,90187.8 

231S.S, 51419.2 

23186,51419.2 

5.2, 85.8 

5.2,25.5 

5.2, 85.3 



BLQ Values Included 

0 

0 

0 

7 

15 

22 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN. GEO MEAN 

NANA 

NANA 

NA NA 

NANA 

53.1,53.1 

53.1,53.1 



SD.SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

53.1 

53.1 



MIN, MAX 

NA, NA 

NANA 

NA, NA 

NANA 

53.1,53.1 

53.1,53.1 



5%. 95% 

NA, NA 

NA, NA 

NA. NA 

NANA 

NANA 

NA. NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 


Other 

N 

0 

3 

3 

I 

0 

1 



MEAN, GEO MEAN 

NA NA 

16116.8.9763.9 

16116.8,9763.9 

22,9, 22.9 

NA, NA 

229,2Z9 



SD.SE 

NA, NA 

15941.50,9203.83 

15941.50,9203.83 

NANA 

NA, NA 

NA, NA 



MEDIAN 

NA 

12645.9 

12645.9 

22.9 

NA 

22.9 



MIN, MAX 

NA, NA 

21967, 33507.8 

21967.33507.8 

22.9.22.9 

NANA 

22.9,22.9 



5%, 95% 

NA, NA 

2196.7,33507.8 

2196.7,33507.8 

NA NA 

NA, NA 

NA, NA 



BLQ Values Included 

NA 

0 

0 

0 

NA 

0 



Project Number: 12226-8450 Created on 184AH02 at 08:53 Printed on Tuesday, March 26, 2002 at 2:10 PM 


Page 330 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537911 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 331 of?) 


Lab: Harrogaie 

Bioroarken Free 3-hydroxycocinine (nmol/L) 
Tijnepoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokcis 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

9944.5.9944.5 

9944.5,9944.5 

11.4, 11.4 

14,3,11.0 

13.3,11.2 


SD,SE 

NA.NA 

NA, NA 

NANA 

NA NA 

12.87.9.10 

9.25,5.34 


MEDIAN 

NA 

9944.5 

9944.5 

11.4 

14.3 

11.4 


MIN, MAX 

NANA 

9944.5, 9944.5 

99445, 99445 

11.4, 11.4 

52 23.4 

5.2, 23.4 


5%, 95% 

NA* NA 

NA, NA 

NA NA 

NA, NA 

522,23.4 

5.2,23.4 


BLQ Values Included 

NA 

0 

0 

0 

1 

1 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

23044.8, 138S3.4 

26515.0,18411.8 

25126.9,16445.9 

58.4,19.1 

11.6,8.4 

33.1,123 


SD.SE 

21970.40,5178.46 

20550.50,3954.95 

20952.50,3123.41 

136,30,25.76 

14.56,253 

95.01,12.16 


MEDIAN 

17470.9 

21095.0 

18025,3 

13.3 

6.2 

8.3 


MIN, MAX 

140.0,98156.2 

11415,69453.8 

140.0,98156.2 

5.2,702.4 

5.2, 82.7 

5.2,702.4 


5%, 95% 

1400 98156.2 

3803.9, 69242.0 

3602.6, 692420 

5.2 237.3 

52 35.9 

5.2 111.3 


BLQ Values Included 

0 

0 

0 

3 

14 

17 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

NA.NA 

36.4, 36.4 

36.4,36.4 


SD.SE 

NANA 

NA, NA 

NANA 

NA, NA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

36.4 

36.4 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA.NA 

36.4, 36.4 

36.4,36.4 


5%, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

18213.1, 10875.3 

18213.1,10875.3 

125,125 

NANA 

12.5,12,5 


SD,SE 

NANA 

22159.70, 12793.90 

22159.70, 12793.90 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

54527 

54527 

125 

NA 

125 


MIN, MAX 

NA, NA 

5385.6,43800.9 

5385.6.43800.9 

12.5,12.5 

NA, NA 

12.5,12.5 


5%. 95% 

NANA 

5385.6,43800.9 

5385.6,43800.9 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 332 of 7) 


Lab: Harrogate 

Biomarken Free 3-hydro:cycotinine (nmol/L) 
Timepoint: Week 3_ 


Characteristic 



Smokers 



Non-Smoke is 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericardBladc 

N 

0 

i 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA, NA 

12775.4, 17775.4 

12775.4, 12775.4 

10.4, 10.4 

5.2,5.2 

6.9.6.6 


SD.SE 

NANA 

NANA 

NA.NA 

NA, NA 

0 .00,0.00 

3.00,1.73 


MEDIAN 

NA 

12775.4 

12775.4 

10.4 

5.2 

5.2 


MIN, MAX 

NA, NA 

12775.4, 12775.4 

12775.4, 12775.4 

10.4, 10.4 

5.2.5.2 

5.2, 10.4 


5%, 95% 

NA* NA 

NA, NA 

NA.NA 

NA, NA 

5.2,5.2 

5.2,10.4 


RLQ Values Included 

NA 

0 

0 

0 

2 

2 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

17608.0, 10703.4 

20445.9,156655 

19297.2, 13427.3 

30.0,14.8 

8.8,73 

18.6,10.1 


SD.SE 

12669.00,3072.69 

16387.90,3277,57 

14894.00, 2298.19 

55.44, 10.48 

6.90,1.20 

39.01, 5.00 


MEDIAN 

18527.4 

16073.1 

17012.5 

12.8 

52 

6.8 


MIN, MAX 

106.1,48143.9 

2732.1,81162.6 

106.1, SI 162.6 

5.2,291.4 

5.2,30.2 

5.2,291.4 


5%, 95% 

106.1,48143,9 

3265.4,43674.0 

2732,1,43674.0 

5.2, 89.0 

5.2,29.1 

5.2,56.7 


BLQ Values Included 

0 

0 

0 

8 

21 

29 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

50.5,50.5 

50.5,50.5 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

50.5 

50.5 


MIN, MAX 

NA, NA 

NA. NA 

NA, NA 

NANA 

50.5,50.5 

50,5.50.5 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

15728.7,11050.5 

15728.7,11050.5 

6 .8,68 

NANA 

6 .8, 68 


SD,SE 

NA, NA 

16151.50,9325.06 

16151.50,9325.06 

NA NA 

NANA 

NA, NA 


MEDIAN 

NA 

7913.2 

7913.2 

6.8 

NA 

6.8 


MIN. MAX 

NA. NA 

4971.5,34301.3 

49715,34301.3 

68,68 

NA, NA 

68 ,6.8 


5%. 95% 

NA, NA 

49715,34301.3 

49715,34301.3 

NA, NA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

0 

NA 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 333 of ?) 


Lab: Harrogate 

Biomarken Free 3-hydroxycotinine (nmoI/L) 
Tiroepoint: Overall* _ 


Characteristic 


Smokers 


Non-Smokers 


African American/Black 

N 

0 

1 

1 

1 

remale 

2 

Overall 

3 


MEAN. GEO MEAN 

NANA 

11701.9,11701.9 

11701.9,11701.9 

11 .8, 11.8 

8.7, 7.9 

9.7, 9.1 


SD.SE 

NANA 

NA.NA 

NA, NA 

NA, NA 

4.88, 3.45 

3.90, 2.25 


MEDIAN 

NA 

11701.9 

11701.9 

11.8 

8.7 

tl.8 


MIN, MAX 

NANA 

11701.9,11701.9 

11701.9,11701.9 

11 .8,11.8 

5.2,12.1 

5.2.121 


5%, 95% 

NA, NA 

NA NA 

NA, NA 

NANA 

5.2,12.1 

5.2,121 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

20338.0, 13223.8 

21218,7,15844.9 

20874.1, 147625 

41.9, 19.3 

10.4, 8,4 

24.9, 12.3 


SD.SE 

15448.10.3641.14 

15564.80,2941.47 

15352.60,2263.61 

69.68, 13.17 

8.91, 1.55 

49.78,637 


MEDIAN 

19705.4 

17654.8 

18547.7 

17.1 

6.6 

9.0 


MIN, MAX 

134.2.71005.4 

1381.7,72690.6 

134.2,72690.6 

5.2,273.7 

5.2,45.6 

5.2, 273.7 


5%, 95% 

134.2,71005.4 

3129.3.46647.3 

3129.3,46647.3 

5.2,268.1 

5.2,34.5 

5.2.74.6 

Native American 

N 

0 

0 

0 

0 

, 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

NA NA 

46.7, 467 

46.7, 46.7 


SD.SE 

NA, NA 

NANA 

NA.NA 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

46.7 

46.7 


MIN, MAX 

NA, NA 

NANA 

NANA 

NANA 

46.7, 467 

46.7,46.7 


5%, 95% 

NA.NA 

NANA 

NA NA 

NANA 

NA, NA 

NA NA 

Other 

N 

0 

3 

3 

1 

0 

i 


MEAN, GEO MEAN 

NANA 

16686.2,11061.8 

16686.2,11061.8 

14.1,14.1 

NA, NA 

14.1,14.1 


SD,SE 

NANA 

17906.60.10338.40 

1790660, 10338.40 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

8648.2 

8648,2 

14.1 

NA 

14.1 


MIN, MAX 

NA, NA 

4207.0,37203.3 

4207.0.37203.3 

14.1,14.1 

NA, NA 

14.1, 14.1 


5%, 95% 

NA, NA 

4207.0,37203.3 

4207.0,37203.3 

NANA 

NA, NA 

NANA 


Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjcUs. Count of BLQ values does not apply as the BLQ values were convened to the upper limit ot the 
BLQ (e.g.. '<1.234' wilt be used as T.2341 for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 


DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 


(Page 334 of 7) 


Lab: INBIFO 

Biomsrker Total Nicotine (nmoI/L) 


Timepoint: Week 1 



Smokets 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 



N 

0 

0 

0 

l 

0 

i 



MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

127,127 

NA, NA 

12.7,12,7 



SD, SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

12.7 

NA 

12.7 



MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

12.7,127 

NA, NA 

127,12.7 



5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 


Caucasian 

N 

MEAN, GEO MEAN 

3 

15881.3,12002.3 

3 

3716.4,3522.0 

6 

9798.9,6501.7 

0 

NA, NA 

2 

12.7,127 

2 

12.7,127 



SD, SE 

12560.30,7251.68 

1519.43,877.25 

1041260, 4250.94 

NA, NA 

0 .00,0.00 

0 .00,0.00 



MEDIAN 

14410.2 

3272.1 

4765.0 

NA 

12.7 

12.7 



MIN, MAX 

4121.4,29112.4 

2468.7,5408.5 

2468.7,29112.4 

NA, NA 

12.7,12.7 

127, 127 



5%, 95% 

4121.4,29112.4 

2468.7,5408.5 

2468.7,29112.4 

NA, NA 

12.7,12,7 

127, 12.7 



BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pagp 335 of ?) 


Lab: INBIFO 

Biomarker Total Nicotine (nraoFL) 
Timepoint: Week 2_ 


Characteristic 


Statistic 


Male 


African American/Black 

N 

0 


MEAN. GEO MEAN 

NA, NA 


SD.SE 

NANA 


MEDIAN 

NA 


MIN, MAX 

NA, NA 


59b, 93% 

NA, NA 


BLQ Values Included 

NA 

Caucasian 

N 

3 


MEAN, GEO MEAN 

13046610206.2 


SD.SE 

9005.77.5199.48 


MEDIAN 

14296.8 


MIN, MAX 

3481.1.213S2.0 


5%, 95* 

3481.1,21362.0 


BLQ Values Included 

0 


Smokers _ _Non-Smokers 


Female 

Overall 

Male 

Female 

Overall 

0 

0 

1 

0 

1 

NA, NA 

NA, NA 

12.7,12.7 

NA, NA 

12.7, 12,7 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 

NA 

NA 

12.7 

NA 

12.7 

NANA 

NA, NA 

12.7,12.7 

NA, NA 

127.127 

NA NA 

NA, NA 

NAaNA 

NA, NA 

NA, NA 

NA 

NA 

i 

NA 

1 

3 

6 

i 

3 

4 

4821.8, 4348.3 

8934.2,6661.8 

12.7,12.7 

24.9,20.0 

21.9,17.8 

2813.16, 1624.18 

7476.72,3052.36 

NANA 

21.19.12.23 

18.35.9.18 

3453.4 

5769.3 

12.7 

12,7 

127 

2954.7, 8057.4 

2954.7, 21362.0 

12.7,12.7 

12.7,49.4 

12.7,49.4 

2954.7, 8057.4 

2954.7,21362.0 

NANA 

12,7, 49.4 

127,49.4 

0 

0 

1 

2 

3 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 336 of 7) 


Lab: INBIFO 

Biomarken Total Nicotine (nmol/L) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 


African American/Black 

N 

0 

0 

0 

1 

o 



MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

12.7, 12.7 

NA, NA 

12.7, 12.7 


SD.SE 

NA, NA 

NA. NA 

NA, NA 

NA NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

12.7 

NA 

117 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

12.7,12.7 

NA, NA 

12.7,117 


59b, 959b 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

5553.6,4245.8 

5049.5,4741.8 

5251.1.4536.8 

117, 117 

117,12.7 

12.7, 117 


SD.SE 

5062.67,3579.85 

1969.90,1137.32 

2902.43,1298.01 

0.00,0.00 

0.00,0.00 

0.00.0.00 


MEDIAN 

5553.6 

5824.0 

5824.0 

12.7 

12.7 

12.7 


MIN, MAX 

1973.7,9133.4 

2810.1,6514.5 

1973.7,9133.4 

117,117 

117,12.7 

117,117 


S%, 95% 

1973.7,9133,4 

2810.1,6514.5 

1973.7,9133.4 

117,117 

12.7,12.7 

117, 117 


BLQ Values Included 

0 

0 

0 

3 

3 

6 


i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pagp 337 of 7) 


Lab: INBIFO 

Biomarker Total Nicotine (nmol/L) 


Timepoint: Overall* ___——_— 

Characteristic 

Statistic 


Smokers 



Non* Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

NA, NA 

NANA 

12.7,12.7 

NANA 

12.7, 12.7 


SD.SE 

NA, NA 

NA, NA 

NA NA 

NA, NA 

NA.NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

12.7 

NA 

12,7 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

12.7, 12.7 

NA, NA 

12.7, 12.7 


3%, 93% 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

12471,6.9691,8 

4529.3,4244.4 

8500.5,6413.7 

12.7,12.7 

16.8,15.9 

14.7,14.2 


SD,SE 

8496J 7, 4905.38 

1980.61,1143.50 

7026.29,2868.47 

0.00, 0.00 

7.04,4.07 

4.98,2.03 


MEDIAN 

14353.5 

4183.2 

5421.7 

12.7 

12.7 

12.7 


MIN, MAX 

3192.1, 19869.3 

2744.5,6660.1 

2744.3, 19869,3 

12.7,12.7 

12,7, 24.9 

12.7, 24.9 


5%, 95% 

3192.1, 19869.3 

2744.5,6660.1 

2744,5, 19869.3 

12.7,12.7 

12.7,24.9 

12.7, 24.9 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does net apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234' will be used as ’1.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOlIR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page MS of?) 


Lab; INBIFO 

Biomarken Total Nicotine (ng/raL) 
Timepoim: Week 1 _ 


Cliaracteristic 



Smokers 



Nou-Smukcrs 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

0 

0 

l 

0 

1 



MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

2.1, 2.1 

NANA 

21 , 2.1 



SD,SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

21 

NA 

2.1 



MIN, MAX 

NANA 

NANA 

NANA 

2.1,2.! 

NANA 

2.1,2.1 



5%, 9546 

NA, NA 

NA NA 

NANA 

NA, NA 

NANA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

I 

NA 

1 


Caucasian 

N 

3 

3 

6 

0 

2 

2 



MEAN, GEO MEAN 

2575.9,1946.8 

602.8,571.3 

1589.4, 1054.6 

NANA 

2.1,2.1 

2.1,21 



SD.SE 

2037.26, 1176.21 

246.49, 142.31 

1688.92,689.50 

NA NA 

0.00,0.00 

0.00,0.00 



MEDIAN 

2337.3 

530.7 

772.9 

NA 

2.1 

2,1 



MIN, MAX 

668.5,4722.0 

400.4, 877.3 

400.4, 4722.0 

NA, NA 

2.1,11 

21,2! 



5 %, 95 % 

668.5, 4722.0 

400.4,877.3 

400.4, 4722.0 

NANA 

11.21 

21.21 



BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 339 of ?) 


Lab: INBIFO 

Biomarken Total Nicotine (ngtaL) 
TintepoiDt: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male- 

Female 

Overall 

African American/Black 

N 

MEAN. GEO MEAN 

0 

NA, NA 

0 

NA, NA 

0 

NA, NA 

1 

2 .1, 2.1 

0 

NA, NA 

1 

2 .1, 2.1 


SD,SE 

NA. NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

11 

NA 

21 


MIN, MAX 

NA, NA 

NA.NA 

NA, NA 

11 ,2.1 

NA, NA 

11 .2.1 


558, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

i 

Caucasian 

N 

3 

3 

6 

1 




MEAN, GEO MEAN 

2116.1, 1655.4 

782.1, 705.3 

1449.1, 1080.5 

2 .1, 2.1 

4.1,3.3 

3.6, 29 


SD,SE 

1460.74,843.36 

456.28,263.43 

1212.72,495.09 

NA. NA 

3.41.197 

2.95,1.48 


MEDIAN 

2318.9 

560.1 

935.8 

11 

2.1 

2 1 


MIN, MAX 

564.6,3464.9 

479.3,1306.9 

479.3,34649 

2 .1,11 

11 ,8.0 

11 ,8.0 


5% t 95% 

564.6,3464.9 

479.3, 1306,9 

479.3, 3464.9 

NA, NA 

1 

11 ,8.0 

21 ,8.0 


BLQ Values Included 

0 

0 

0 

2 

3 
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TABLE 14.4-S 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 340 of?) 


Lab; INBIFO 

Biomaiken Total Nicotine (ng/mL) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

l 


MEAN. GEO MEAN 

NA, NA 

NA. NA 

NA, NA 

11,21 

NA, NA 

21,21 


SD,SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

21 

NA 

21 


MIN, MAX 

NA, NA 

NA.NA 

NA, NA 

21 ,2.1 

NA, NA 

21 ,2.1 


5%, 9598 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

HA 

NA 

NA 

1 

NA 

i 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

900.8, 688.6 

819.1,769.1 

851.7,735,9 

2 .1,21 

2 .1, 2.1 

2 .1,2.1 


SD.SE 

82 U6.580.65 

319.54,184.49 

470.78.210.54 

0 .00,0.00 

0 .00, 0.00 

0 .00,0.00 


MEDIAN 

900.8 

944.7 

944.7 

21 

2.1 

21 


MIN. MAX 

320.1,1481.4 

455.8,1056.7 

320.1, 1481.4 

2 .1,21 

21,21 

2 .1.21 


5%, 95% 

320.1, 1481.4 

455.8, 10567 

320.1, 1481.4 

21,21 

21 .2.1 

21 ,2.1 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14,4-5 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 341 of 3) 


Lab: 1NBIFO 

Biomarkcn Tola! Nicotine (ng/mL) 
Timepoint: Overall' _ 


Gjararteiistic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericWEIack 

N 

0 

0 

0 

I 

0 

1 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

2 .1, 2.1 

NA, NA 

2 .1, 2.1 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA. NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

2.1 

NA 

2.1 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

2 .1, 2.1 

NA, NA 

2 ,1,2,1 


5*. 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

2022.9.1571.9 

734.7, 688.S 

1378.8, 1040.3 

2 .1, 2.1 

2 ,8, 2,6 

2.4,2.3 


SD.SE 

1378.14,795.67 

321.25, 185.48 

1139.66,465.26 

0 .00.0.00 

1.15,0.67 

0.82.0.33 


MEDIAN 

2328.1 

678.5 

879.4 

2.1 

2.1 

2.1 


MIN, MAX 

517.7,3222.8 

445.2. 1080.3 

445.2,3222.8 

2 ,1,2.1 

2 .1,4.1 

2.1,41 


5%,95% 

517.7, 3222.8 

445.2, 1080.3 

445.2,3222.8 

2 .1,2.1 

2 .1,4.1 

2.1,41 


Overall value* calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values dees rot apply as tic BLQ values were converted to the upper limit of the 
BI.Q (e.g., ’< 1.234’ will be used as T.234 1 ) for the averages across visits within a subject thus eiiminarig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE blOMAKKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTER]STIC: RACE 

(Page 342 of 1) 


Lab: INB1FO 

Bioraarket; Free Nicotine (nmoVL) 
Timepoinl: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

, 


MEAN, GEO MEAN 

NA.NA 

NA NA 

NANA 

3.4,3,4 

NA, NA 

3.4, 3.4 


SD.SE 

NANA 

NANA 

NANA 

NA, NA 

NA. NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

3.4 

NA 

3,4 


MIN. MAX 

NA.NA 

NANA 

NANA 

3.4,3,4 

NA, NA 

3.4, 3.4 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NANA 

NA. NA 

NA. NA 


BLQ V shies Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

1 

1 

2 


MEAN. GEO MEAN 

12271.5,9840.3 

2122.6,2006.9 

7197.1.4444.0 

3.4.3.4 

3.4,3.4 

3.4. 3.4 


SD, SE 

8310.73,4913.67 

871.69,503.27 

7757.37,3166.93 

NANA 

NA.NA 

0 .00,0.00 


MEDIAN 

12357.7 

1940.2 

3394.6 

3.4 

3.4 

3.4 


MIN, MAX 

3718.0,20738.8 

1356.6,3071.1 

1356.6,20738.8 

3.4,3.4 

3.4,3.4 

3.4,3.4 


5%, 95% 

3718.0,20738.8 

1356.6, 3071.1 

1356.6,20738.8 

NA, NA 

NANA 

3.4, 3.4 


BLQ Values Included 

0 

0 

0 

i 

1 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 343 of?) 


Lab: INBIFO 

Biomarker Free Nicotine (nmol/L) 

Timenoint: Week 2 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

9033.2.66R4.7 

3079.6. 2638.5 

6056.4,4199.7 

NA.NA 

3.4.3.4 

3.4. 3.4 


SD.SE 

6416.07,3704.32 

2203.98, 1272.47 

5389,15,2200.11 

NA, NA 

0 .00.0.00 

0 .00,0.00 


MEDIAN 

10778.2 

1809.1 

3774.8 

NA 

3.4 

3.4 


MIN, MAX 

1925.1,14396.2 

1805.1,5624.5 

1805.1,14396.2 

NA, NA 

3.4.3.4 

3.4,3.4 


5%, 95% 

1925.1, 14396.2 

1805.1,5624.5 

1805.1, 14396.2 

NA, NA 

3.4,3.4 

3.4, 3.4 


BLQ Vslues Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMBPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 344 of 7) 


Lab: INBIFO 

Biomarier Free Nicotine (nmol/L) 


Timepoinr: Week 3 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

MEAN, GEO MEAN 

2 

3417.6,2856.3 

3 

3389.0,3052.9 

5 

3400.4,2972.7 

2 

3.4, 3.4 

2 

3.4, 3.4 

4 

3.4,3.4 


SD,SE 

2653.91, 1876.60 

1624.09,937.67 

1754.96,784.84 

0 .00,0.00 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

3417.6 

4113.9 

4113.9 

3.4 

3.4 

3.4 


MIN, MAX 

1541.0,5294.2 

1528.7,4524.4 

1528.7,5294.2 

3.4,3.4 

3.4,3.4 

3.4, 3.4 


596,95% 

1541.0,5294.2 

1528.7,4524.4 

1528.7,5294.2 

3.4,3.4 

3.4,3.4 

3.4,3.4 


BLQ Valoes Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 345 of 7) 


Lab: 1NBIFO 

Biomarker Free Nicotine (nmoI/L) 
Timepoint: Overall* _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

t 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA NA 

3.4.3.4 

NA, NA 

3.4,3.4 


SD.SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

3.4 

NA 

3.4 


MIN, MAX 

NA, NA 

NA, NA 

NA NA 

3.4, 3.4 

NA NA 

3.4,3.4 


5%, 9545 

NA*NA 

NA,NA 

NANA 

NA NA 

NA NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN, GEO MEAN 

9146.4,7200.5 

2863.7,2640.9 

6005.1.4360.7 

3.4,3.4 

3.4,3.4 

3.4, 3.4 


SD.SE 

5924.46, 3420.49 

1355.68,782.70 

5159.10,2106.19 

0 .00,0.00 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

11568.0 

2756.6 

3513.2 

3.4 

3.4 

3.4 


MIN, MAX 

2394.7, 13476.4 

1564.8,4269.8 

1564.8,13476.4 

3.4,3.4 

3.4,3.4 

3.4,3.4 


5%, 95% 

2394.7,13476.4 

1564.8, 4269.8 

1564.8, 134764 

3.4,3.4 

3.4,3.4 

3.4, 3.4 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as die BLQ values were converted to the upper limit of the 
BLQ (e.g.,'<1.234'will he used as '1.234) for the averages across visits within a subject thus eliminalig all BLQ values forthe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 346 of 7) 


Lab: INBIFO 

Biomarker Free Nicotine (ng/mL) 
Timepoint: Week 1_ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Ameriean/Bladc 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NANA 

0 .6,0.6 

NA, NA 

0 .6, 0.6 


SD, SE 

NA, NA 

NANA 

NA, NA 

NA. NA 

NANA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

0.6 

NA 

0.6 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

0 .6, 0.6 

NA NA 

0 .6.0.6 


5%. 95% 

NA, NA 

NA NA 

NANA 

NA NA 

NANA 

NANA 


BLQ V alues Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

1 

1 

2 


MEAN, GEO MEAN 

1990.4, 1596.1 

344.3,325.5 

1167.4,720.8 

0 .6,0.6 

0 .6, 0.6 

0 .6,0.6 


SD, SE 

1380.40, 796.98 

141.39,81.63 

1258.24,513.67 

NANA 

NA, NA 

0 .00,0.00 


MEDIAN 

2004.4 

314.7 

550.6 

0.6 

0.6 

0.6 


MIN, MAX 

603.1,3363.8 

220.0,498.1 

220.0, 3363.8 

0 .6,0.6 

0 .6,0.6 

0 .6,0.6 


5%, 95% 

603.1,3363.3 

220.0,498.1 

220.0, 3363.8 

NA, NA 

NA, NA 

0 .6, 0.6 


BLQ Values Included 

0 

0 

0 

I 

1 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS UK 24-HOUK URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Pago 347 of 7) 


Lak INBIFO 

Biomarker: Free Nicotine (ng/mL) 

Timepoint: Week 2 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

0 

2 

2 


MEAN, GEO MEAN 

1465.2,1084.3 

499.5,427.9 

982.4,681.2 

NA.NA 

0 ,6,0.6 

0 .6, 0.6 


SD.SE 

1040.67.600.83 

357.50,206.40 

874.12 356.86 

NA.NA 

0 .00,0.00 

0 .00, 0.00 


MEDIAN 

1748-2 

293.4 

612.3 

NA 

0.6 

0.6 


MIN, MAX 

312.3,2335.1 

2928,912.3 

2928, 2335.1 

NA, NA 

0 .6,0.6 

0 .6, 0.6 


5%, 95% 

312.3,2335.1 

2928,912.3 

2928, 2335.1 

NA, NA 

0 .6,0.6 

0 .6,0.6 


BLQ Values Included 

0 

0 

0 

NA 

2 

2 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOORAPHIC CHARACTERISTIC: RACE 

(Page 348 of 7) 


Lab: INBIFO 

Biomarker Free Nicotine (nghnL) 

Timepoini: Week 3 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

2 

2 

4 


MEAN, GEO MEAN 

554.4.463.3 

549.7,495.2 

S51.6, 482.2 

0 .6,0.6 

0.6,0.6 

0 .6,0.6 


SD.SE 

430.42,304.35 

263.42,152.09 

284.63.12729 

0 .00,0.00 

000 ,0.00 

0 .00.0.00 


MEDIAN 

554.4 

667.3 

667.3 

0.6 

0.6 

0.6 


MIN, MAX 

250,0,858.7 

248.0,733.9 

248.0,858,7 

0 .6,0.6 

0 .6.0.6 

0 .6,0.6 


5%, 95% 

250.0, 858.7 

248.0, 733.9 

248.0.858.7 

0 .6,0.6 

0 .6,0.6 

0 .6,0.6 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 349 of?) 


Lab: INBIFO 

Biomarken Free Nicotine (ng/mL) 
Timepoinl: Overall' _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Americon/Black. 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

0.6,0.6 

NANA 

0.6.0.6 


SD.SE 

NANA 

NA, NA 

NA.NA 

NA NA 

NA NA 

NA r NA 


MEDIAN 

NA 

NA 

NA 

0,6 

NA 

0.6 


MIN, MAX 

NA, NA 

NA.NA 

NA.NA 

0.6, 0.6 

NANA 

0,6.0.6 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA.NA 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN, GEO MEAN 

1483.6, 1168.0 

464.5,428.3 

974.0,707.3 

0.6,0.6 

0,6,0,6 

0.6.0.6 


SD.SE 

960.91.554.78 

219.92. 126.97 

836.80.341.62 

0.00.0.00 

0.00,0.00 

o . oo , aoo 


MEDIAN 

1876.3 

447.1 

569.9 

0,6 

0.6 

0.6 


MIN, MAX 

388.5,2185.9 

253.8,692.6 

253.8,2185.9 

0.6,0.6 

0.6,0,6 

0.6,0.6 


5%, 95% 

388.5,2185.9 

253.8,692.6 

253.8, 2185.9 

0.6,0.6 

06,0.6 

0.6,0.6 


Overall values calculated by fine, averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of tire 
BI.Q (e.g., '<1.234' will be used as '1.234 1 ) for the averages across visits within a subject thuseliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 350 of 7) 


Lab: INBIFO 

Biomarker Total Catinine (nmoI/L) 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/ Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA NA 

NA, NA 

NA, NA 

11 .0, 11.0 

NA, NA 

11 .0, 11.0 


SD, SE 

NA NA 

NA. NA 

NA, NA 

NA, NA 

NA. NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

11.0 

NA 

11.0 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

11 .0,11.0 

NANA 

11 .0, 11.0 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

18992.3, 11773.2 

9770 5, 9427.6 

14356.4, 10535.4 

11 .0,11.0 

11 .0,11.0 

n.o, n.o 


SD, SE 

18911.30.10918.40 

2975.82.1718.09 

13129.60,5360.14 

0 .00,0.00 

0 .00,0,00 

0 .00,0.00 


MEDIAN 

14304.5 

9064.9 

11017.2 

11.0 

11.0 

11.0 


MIN, MAX 

2865.9,39806.6 

7127.2,12969.5 

2865.9, 39506.6 

11 .0, 11.0 

11 .0, 11.0 

n.o, n.o 


5%, 95% 

2865.9,39806.6 

7127.2,12969.5 

2865.9,39806.6 

ii.o, n.o 

n.o, n.o 

11 .0,11.0 


BLQ Values Included 

0 

0 

0 

3 

2 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC. RACE 

(Page 351 of?) 


Lab: 1NBIF0 

Biomarkei: Total Cotinine (nmol/L) 
Timepoinl; Week 2 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blaek 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

11.0. 11.0 

NA. NA 

11.0,11.0 


SD, SE 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

11.0 

NA 

11.0 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

11.0,11.0 

NA, NA 

11.0, 11.0 


5%, 95 % 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ V alues Included 

NA 

NA 

NA 

i 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


mean; geo mean 

19069.8,13837,6 

10237.0,10000.7 

146514, 11763.7 

11.0i 11.0 

11.0, 11.0 

11.0, 1L0 


sd.se 

13857.20,8000.46 

28155 3,1625.55 

10167.90,4151.01 

0,00,0.00 

0.00,0,00 

0.00,0.00 


MEDIAN 

22533.0 

8701.3 

11093.9 

11.0 

11.0 

11.0 


MIN, MAX 

3809.5,30867.0 

8523.3, 1348 65 

3809.5, 30867.0 

11.0, 11.0 

11.0, n.o 

11.0,11.0 


5 %, 95 % 

3809.5, 30867.0 

8523.3, 13486.5 

3809,5, 30867.0 

11.0,11.0 

11.0,11.0 

11.0,11.0 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 352 of?) 


Lab: INBIFO 

Biomarten Total Cotinine (nmol/L) 
Timepoim: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

11.0,11.0 

NA, NA 

11.0, 11.0 


SD.SE 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

11.0 

NA 

11.0 


MIN, MAX 

NANA 

NA, NA 

NANA 

11.0, 11.0 

NA, NA 

ii.o, ii.o 


S%, 95% 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


BLQ Values Inclixfed 

NA 

NA 

NA 

i 

NA 

I 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

11020.5,5984.5 

9272.5,9086.7 

9971.7,7688.8 

11.0,11.0 

11.0, 11.0 

11.0,11.0 


SD.SE 

13087.10, 9253.95 

2353.34, 1358.70 

6819.34,3049.70 

0.00,0.00 

0.00,0.00 

0.00, 0.00 


MEDIAN 

11020.5 

8330.8 

83308 

11.0 

11.0 

11.0 


MIN, MAX 

1766.5,20274.4 

7535.9,11950.9 

1766.5,20274.4 

11.0,11.0 

11.0,11.0 

11,0,11.0 


5%, 95% 

1766.5, 20274.4 

7535.9.11950.9 

17665,20274.4 

11.0, 11.0 

11.0. 11.0 

11.0.11.0 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 353 of?) 


Lab: INBIFO 

Biomarker Total Cotinine (nmoVL) 
Timepoint: Overall* _ 


Smokers_ _ _Non-Smokers 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Ovciall 

African American/Bbck 

N 

0 

0 

0 

1 

0 

l 


MEAN. GF.O MEAN 

NA, NA 

NA. NA 

NA. NA 

11.0. 11.0 

NA. NA 

11.0. 11,0 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

11.0 

NA 

11.0 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

11.0, U.O 

NA, NA 

11.0,11.0 


5*, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

171819. 11625.7 

9743.4,9522.3 

13463.2,10521.5 

11.0,11.0 

11.0. 11.0 

11.0.11.0 


SD.SE 

13792.60,7963.16 

2653.99. 1532.28 

9773.21 3989.90 

0,00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

18418.8 

8374.7 

10588.5 

11.0 

11.0 

11.0 


MIN, MAX 

2814.0,30316.0 

8053.1, 128013 

2814.0,30316.0 

11.0,11.0 

11.0,11.0 

Jl.O, 1J.0 


5%, 95% 

2814.0,30316.0 

8053.1,128013 

2814.0, 30316.0 

11.0,11.0 

11.0, U.O 

11.0, 11.0 


* Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BI.Q (e.g., '<1.234' will be used as' 1.234') for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 354 of?) 


Lab: INBIFO 

Biomarker. Total Cotinine (ng/mL) 
Timepomt: Week I _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA.NA 

NA. NA 

NA, NA 

1.9,1.9 

NA. NA 

1.9.1.9 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

1.9 

NA 

1.9 


MIN, MAX 

NA,NA 

NA, NA 

NA, NA 

1.9, 1.9 

NA, NA 

1.9, 1.9 


5%, 95% 

NA, NA 

NA,NA 

NA.NA 

NA.NA 

NA, NA 

NA, NA 


BLQ Valoes Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

3346.5,2074.5 

1712.7,1665.1 

2529.6,1856.3 

1.9,1.9 

1.9,1.9 

1.9, 1.9 


SD,SE 

3332.13,1923.81 

524.33,302.72 

2313.43,944.45 

0.00,0.00 

0.00,0.00 

0.00.0.00 


MEDIAN 

2520.5 

1597.2 

1941.2 

1.9 

1.9 

1.9 


MIN, MAX 

505.0,7013.9 

1255.8,2285.2 

505.0,7013.9 

1.9,1.9 

1.9, 1.9 

1.9,1.9 


5%, 95% 

505.0,7013.9 

1255.8,2285.2 

505.0,7013.9 

1.9,1.9 

1.9,1.9 

1.9,1.9 


BLQ Values Included 

0 

0 

0 

3 

2 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 355 of 7) 


Lab: INBIFO 

Biomarker: Total Cotimne (ng/mL) 
Timepoint: Week 2 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

, 

0 

, 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA. NA 

1.9,1.9 

NA, NA 

1.9.1.9 


SD.SE 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

1.9 

NA 

1.9 


MIN, MAX 

NA.NA 

NA. NA 

NA, NA 

1.9,1.9 

NA, NA 

1.9, 12) 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA,NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

! 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

3360.1,2438.1 

1803,8,1762.1 

2581.9,2072.8 

1.9,1.9 

1.9,1.9 

1.9,1.9 


SD.SE 

2441.67, 1409.70 

496.08,286.41 

179159,731.41 

0.00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

3970.3 

1533.2 

1954.8 

1.9 

1.9 

1.9 


MIN, MAX 

671.2,5438.8 

1501.8,2376.3 

671.2,5438.8 

1.9,1.9 

1.9,1.9 

1.9, 1.9 


5%, 95% 

671.2,5438.8 

1501,8,2376.3 

671,2,5438.8 

1.9,1.9 

1.9,1.9 

1.9,1.9 


BLQ Values Included 

0 

0 

0 

3 

3 

6 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Ptgr, 356of?) 


Lab: INBIFO 

Biomarker Total Ccxinine (ng/mU 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA.NA 

NA. NA 

NA.NA 

1.9,1.9 

NA, NA 

1.9,1.9 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

1.9 

NA 

1.9 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

1.9,1.9 

NA, NA 

1.9,19 


5ft, 95% 

NA,NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

2 

3 

5 

3 

3 

6 


MEAN, GEO MEAN 

1941.8,1054.5 

1633.8 1601.1 

1757.0,1354.8 

1.9,1.9 

1.9,1.9 

1.9, 1.9 


SD.SE 

2305.88, 1630.50 

414.64,239.39 

120134,537.34 

0.00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

1941.8 

1467.9 

1467.9 

1.9 

1.9 

1.9 


MIN, MAX 

311.3, 3572.3 

1327.8 2105.7 

311.3, 3572.3 

1.9.1,9 

19,19 

19,19 


5%, 95% 

311,3, 3572.3 

1327.8,2105.7 

311.3,3572.3 

1.9, 1.9 

19,19 

1.9, 19 


BLQ Values Included 

0 

0 

0 

3 

3 

6 


Project Number: 12226-8450 Created on 19RAR02 at 08:53 Printed on Tuesday, Maroh 26, 2002 at 2:10 PM 


Page 356 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537937 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 357 of?) 


Lab: INBIFO 

Biomarket: Total Cotinine (ng/mL) 
Timepoinl: Overall* _ 


Characteristic 



Smokers 



Non-Smoke ts 


St ails lie 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AroericWBlack 

N 

0 

0 

0 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

NA. NA 

NA. NA 

1 . 9 , 1.9 

NA, NA 

1.9,1.9 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

1.9 

NA 

1.9 


MIN, MAX 

NANA 

NA, NA 

NA, NA 

1.9, 1.9 

NA, NA 

1.9,1.9 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NANA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

3027.6.2048.4 

1716.8.1677.8 

2372.2, 1853,9 

1.9.1.9 

1 . 9 , 1.9 

1.9, 1.9 


SD.SE 

2430 28,1403.12 

467.59,269.96 

1722.05,703.03 

0.00,0.00 

0,00,0.00 

0.00,0.00 


MEDIAN 

3245.4 

1475.6 

1865.7 

1.9 

1.9 

1.9 


MIN, MAX 

495.8,5341.7 

1419.0,2255.7 

495.8,5341.7 

1.9,1.9 

1.9,1,9 

1.9, 1.9 


5%, 95% 

495.8,5341.7 

1419.0,2255.7 

495.8, 5341.7 

1.9,1.9 

1.9,1.9 

1.9,1.9 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., '<1.234’ will be used as T.2341 for the averages across visits within a subject thus eliminatig all BLQ values forthe overall statistics. 
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TABLE 14.4-5 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Pag: 358 of?) 


Lab: 1NB1FO 

Biomaite Free Cotinine (nmol/L) 

Timepoint: Weelt 1 _________________ 

_Smote 13 ___Nan-Smoters 


Characteristic 

Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NA.NA 

NA. NA 

NA.NA 

3.1,3.1 

NA, NA 

3.1,34 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

Na 

NA 

NA 

3.1 

NA 

34 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

3.1,3.1 

NA, NA 

3.1,34 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

na,na 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

6583.8.5308.2 

3693.7,3619.1 

5138.7,4383.0 

9.0,5.9 

3.1,3.! 

64,4.3 


SD.SE 

4959.84, 2863.57 

939.49,54241 

356354, 1454.81 

10.28,5.93 

aoo.o .00 

7.27, 297 


MEDIAN 

5463.6 

33385 

404S.8 

3.1 

3.1 

34 


MIN, MAX 

2279.8,12007.9 

2983.6,4759.0 

2279.8,12007.9 

3.1,20,9 

3.1, 3.1 

3.1,20.9 


5%. 95% 

2279.8, 12007.9 

2983.6,4759.0 

2279.8,12007.9 

3,1,20.9 

34,3.1 

34,20.9 


BLQ Values Included 

0 

0 

0 

2 

3 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

{Page 359 of?) 


Lab: INBIFO 

Biomarker. Free Cot mine (nmol/L) 


Characteristic 



Smokere 



Non-Smoke is 


Scarlsilc 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

, 


MEAN, GEO MEAN 

NA.NA 

NA. NA 

NA, NA 

3.1.3,1 

NA, NA 

34,3.1 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

3.1 

NA 

3.1 


MIN, MAX 

NA.NA 

NA, NA 

NA.NA 

3.1,31 

NA, NA 

3.1, 3.1 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

6439.9,5581.3 

4243.9,4212.0 

5341.9, 4848.5 

3.1,3.1 

3.1, 3.1 

3.1,34 


SD, SE 

3631.27,2096.51 

620.20,358.07 

2622.04, 1070.44 

0,00,0.00 

0.00,0.00 

0,00,0,00 


MEDIAN 

7090.1 

4495.7 

4597.2 

3.1 

3.1 

34 


MIN, MAX 

2527-3,9702.2 

3337.4, 4698.6 

2527.5,9702.2 

3.1,3.1 

3.1,34 

34,3.1 


5%, 95% 

2527.5, 97022 

3537.4, 4698,6 

2527.5, 9702.2 

3.1, 3.1 

3.1, 3,1 

31, 34 


BLQ Values Included 

0 

0 

0 

3 

4 

7 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 360 of?) 


Lab: INBIFO 

Biomarken Free Cotin’me (nmol/L) 


Tune-point: Week 3 

Statistic 

Male 

Smokers 

Female 

Overall 

Male 

Non-Smokers 

Female 

Overall 

Caucasian 

N 

MEAN. GEO MEAN 

2 

4650.6, 3439.8 

3 

3602,1,3500.7 

5 

4021.5,3476.2 

3 

34,3.1 

4 

3.1,34 

7 

34,34 


SD,SE 

4426.13, 3129.75 

1094.83,632.10 

2413.87,1079.52 

0.00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

4650.6 

3087.7 

3087.7 

3.1 

3.1 

3.1 


MIN, MAX 

1520.8,7780.3 

2859.2,4859.4 

1520.8,7780.3 

3.1,3.1 

34,3.1 

34, 3.1 


5%, 95% 

1520.8,7780.3 

2859.2,4859.4 

1520.8,7780.3 

3.1,3.1 

34,3.1 

3.1,3.1 


BLQ Values Included 

0 

0 

0 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 361 of T) 


Lai* INBtFO 

Biomarker: Free Cotinine (nmol/L) 
Timepoim: Overall* _ 


Characteristic 

Statistic 


Smoke is 



Non-Smokets 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

I 

0 

1 


MEAN. GEO MEAN 

NA, NA 

NA. NA 

NA, NA 

3.1.3.1 

NA. NA 

3.1. 3.1 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA. NA 


MEDIAN 

NA 

NA 

NA 

3.1 

NA 

3.1 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

3.1,3.1 

NA, NA 

3.1,3.! 


5%, 9S4& 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

6072.1,5067.8 

3846.5,3787.3 

4959.3,4381.0 

5.1.4.4 

3.1, 3.1 

3.9,3.6 


SD,SE 

3864.42,2231.12 

841.91,48607 

2782.63,1136.00 

3.41,1.97 

0.00,0.00 

2.23,0.84 


MEDIAN 

6276.9 

3640.6 

4206.5 

3.1 

3.1 

3.1 


MIN. MAX 

2109.4,9830.1 

3126.7,4772.3 

2109.4,9830.1 

3.1, 9.0 

3.1, 3.1 

3.1,9.0 


5%, 95% 

2109.4,9830,1 

3126.7, 4772.3 

2109.4,9830.1 

3.1, 9.0 

3.1, 3.1 

3.1,9.0 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g„ '<1.234' will be. used as T.2343 for the averages across visits within a subject thuseliminatig all BLQ values forthe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BV TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 362 of?) 


I .ah: INBIFO 

Biomarken Free Cotinine (ng/rnL) 
Timepoint; Week 1_ 


Characteristic 



Smokers 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

0 

0 

1 

0 

i 



MEAN, GEO MEAN 

NA, NA 

NA NA 

NA NA 

as, o.5 

NANA 

a5,05 



SD.SE 

NANA 

NA NA 

NANA 

NA, NA 

NANA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

0.5 

NA 

0.5 



MIN, MAX 

NA.NA 

NA.NA 

NA, NA 

0.5, 0.5 

NANA 

05,05 



5% 95% 

NA.NA 

NA, NA 

NA, NA 

NANA 

NA NA 

NANA 



BLQ Values Included 

NA 

NA 

NA 

1 

NA 

1 


Caucasian 

N 

3 

3 

6 

3 

3 

6 



MEAN, GEO MEAN 

1160,1,935.3 

65ft 8,637.7 

905.4,772.3 

1.6, 1.0 

05,05 

1.0,0.7 



SD.SE 

873.93,504.56 

165.53,95.57 

627.91,256.34 

1.85,1.07 

0.00,0.00 

1.31,0.53 



MEDIAN 

962.7 

588.2 

713.4 

0.5 

0,5 

0.5 



MIN, MAX 

401.7,2115.8 

525.7, 838.5 

401.7,2115.8 

05,3.7 

0.5,0.5 

0.5, 3.7 



5%, 95% 

401.7,2115.8 

525,7, 838l5 

401.7, 2115.8 

0.5,3.7 

0.5,05 

05,3.7 



BLQ Values Included 

0 

0 

0 

2 

3 

5 



Project Nuabar: 12226-8450 Created on 18MAR02 at 08:53 Printed on Tuesday, March 26, 2002 at 2:10 PM 


Pas« 362 of 405 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537943 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 363 nf?) 


Lab INBIFO 

Biomarker Free Coiinine (ng/mL) 
Timepoint: Week 2 __ 


Characteristic 



Smokers 



Non-Smokere 


Statistic 

Male 

Female 

Overall 

Mole 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA NA 

NA, NA 

NA, NA 

0.5,0.5 

NANA 

0.5,0.5 


SD, SE 

NANA 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

0.5 

NA 

0.5 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.5,0.5 

NA, NA 

0.5,0,5 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

1 

NA 

i 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

1134.7,983.4 

747.8,742.1 

941.2,854.3 

0.5,0.5 

0.5,0.5 

0.5.0.5 


SD, SE 

639.84,359.41 

109.27,63.09 

462.01,188.61 

0.00,0.00 

0.00,0.00 

0.00,0.00 


MEDIAN 

1249,3 

792,1 

810.0 

0J 

0.5 

0.5 


MIN, MAX 

445.3, 1709.5 

623.3, 827.9 

445.3, 1709.5 

0.5, 0.5 

0.5,05 

0.5,0.S 


5%, 95% 

445.3, 1709.5 

623.3, 827.9 

445.3, 1709.5 

0.5,0.5 

0.5,0,5 

0.5,0.5 


BLQ Values Included 

0 

0 

0 

3 

4 

7 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24 HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC- RACE 

(Page 364 of 7) 


Lab: INBIFO 

Biotnarker Free Cotiitine (ng/mL) 
Timcpoint: Week 3_ 


Characteristic 



Smokere 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Femsle 

Overall 

Caucasian 

N 

2 

3 

5 

3 

4 

7 


MEAN, GEO MEAN 

819.5, 606.1 

634.7,616,8 

708.6,612.5 

05,0.5 

0.5,05 

05,0.5 


SD, SE 

779.87,551.45 

192.88, 11136 

425.31,190.20 

0 .00,0.00 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

819.5 

544.1 

544.1 

0.5 

0.5 

0.5 


MIN, MAX 

268.0, 1370.9 

503.8,856.2 

268.0,1370.9 

0.5,0.5 

0.5,05 

0.5,05 


5%, 95% 

26S.0,1370.9 

503.8,856.2 

268.0,1370,9 

05,0.5 

0.5,05 

05,0.5 


BLQ Values Included 

0 

0 

0 

3 

4 

7 


Project Number: 12220*64 50 Created on 18MAR02 at 00:53 Printed on Tueaday, March 26 , 2002 at 2:10 PM 


Page 364 of 406 


Source: https://www.industrydocuments.ucsf.edu/docs/fjnj0001 



PM3003537945 


TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 365 of?) 


Lab: INBIFO 

Biomarker Free Cotinine (ng/mL) 
Timepoini: Overall* __ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Mute 

Female. 

Overall 

Male 

Female 

Overall 

African American/Blade 

N 

0 

0 

0 

l 

0 

i 


MEAN, GEO MEAN 

NA.NA 

NA, NA 

NA, NA 

0.5,0.5 

NA, NA 

0.5,05 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

0.5 

NA 

0.5 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

0.5.0.5 

NA.NA 

0.5,05 


5*. 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

1069.9,893.0 

677.8,667.3 

873.9,771.9 

0.9,0.7 

0.5,0.5 

0.7,0.6 


SD.SE 

680.92,393.13 

148.36,85.66 

490.31,200.17 

0.64,0.37 

0.00,0.00 

0.42,0.16 


MEDIAN 

1106.0 

641.5 

741.2 

05 

0.5 

0.5 


MIN, MAX 

371.7,1732.1 

550.9, 840.9 

371.7, 17321 

0.5,1.6 

0.5,0.5 

as, i.6 


5*, 95% 

371.7,1732.1 

550.9, 840.9 

371.7,17321 

05, 1-6 

05,0.5 

05, 1.6 


Overall values calculated by first averaging the rear Its across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 


BLQ (e.g., '<1.234' will be used as 1 1.234*) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14. >1-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 366 of?) 


Lab: INB1FO 

Biomarken Total 3-hydroxycotmine (amol/L) 
T imepoiot: Week 1 _ 


Charaneristic 

Statistic 


Sraokeis 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN. GEO MEAN 

19663.7, 17523.9 

17857.8,17465.3 

18760.8,17494.6 

28.5,23.5 

21.9,18.5 

24.5,20.3 


SD.SE 

9744.29,5625.87 

4337.31,2504.15 

6817.90,2783.39 

22.70, 16.05 

16.45,9.50 

16.64, 7.44 


MEDIAN 

24995.6 

20281.3 

20361.6 

28.5 

12.4 

124 


MIN, MAX 

8417,0, 25578.5 

128504, 20441.8 

8417.0,25578.5 

12.4,44.5 

12.4, 409 

124, 44.5 


5%, 95% 

8417.0,25578.5 

12850.4,20441.8 

8417.0,25578.3 

12.4,44.5 

12.4,40.9 

12.4,44.5 


BLQ Values Included 

0 

0 

0 

1 

2 

3 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 367 of?) 


Lab; INBIFO 

Biomarker- Total 3-hydroxycotioine (nmol/L) 

Timepoint: Week 2 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

22250.3, 18298.4 

17703.7, 16917.1 

19977.0, 17594.2 

22.2,18.6 

12.4,12.4 

18.3, 15,8 


SD.SE 

15078.20,8705.42 

6696.93.3866.47 

10727.60,4379.54 

17.03,9.83 

0 .00,0.00 

13.19, 5.90 


MEDIAN 

21500,8 

15546.0 

18523.4 

114 

114 

12.4 


MIN, MAX 

7560.8.37689.3 

12351.6,252135 

7560.8,37689.3 

114, 41.9 

12.4,12,4 

114,41.9 


5%, 95% 

7560.8, 37689.3 

12351.6,252135 

7560.8,37689.3 

12.4,41.9 

12.4,12.4 

12.4,41.9 


BLQ V alucs Inducted 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TTMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 368 of?) 



Lab: TNBIFO 

Biomarker Total 3-hydroxycotinme (nmol/L) 
T.iriepoint: Week 3 _ 


Characteristic 



Smoke re 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

3 

2 

5 


MEAN. GEO MEAN 

9886.9, 8143.2 

14951.2, 12531 8 

12925.5, 105475 

114. 114 

124, 114 

114, 114 


SD.SE 

7929.30,5607.00 

11304.30,652657 

9343.85,4178.70 

0 .00, 0.00 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

9886.9 

9437.8 

9437.8 

114 

12.4 

124 


MIN, MAX 

4279.9, 15493.9 

7461.5,27954.4 

4279.9,27954.4 

114,12.4 

12.4,124 

12.4,114 


yt, 95% 

4279.9, 15493.9 

74615, 27954.4 

4279.9,27954.4 

114, 114 

114, 124 

124, 124 


BLQ Values Included 

0 

0 

0 

3 

2 

S 
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TABUE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 369 of 71 


Lab: INBIFO 

Biomarker. Total 3-hydroxycotinine (nmol/L) 

TimeDOtnt: Overall* ... . ... 

Characteristic 

Statistic 


Smokers 



Non-Smokers 



Male 

Female 

Overall 

Male 

Female 

Overall 


Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN, GEO MEAN 

19683.3,16403.7 

16837.6,16021.8 

18260.5, 16211.6 

19.2 17.2 

21.9,185 

20.6, 17.8 



SD, SE 

12469.60,7199.31 

6747.46,3895.65 

9101.47,3715.66 

11,84,6.83 

16.45.9.50 

1290,5.27 



MEDIAN 

20663.4 

14023.6 

17343,5 

12.4 

124 

124 



MIN, MAX 

6752 6,31633.9 

119526,24536.6 

6752.6,31633.9 

12.4, 329 

12.4,40.9 

12.4, 40.9 



5%, 95% 

6752.6,31633.9 

119526,24536.6 

6752.6, 31633.9 

12.4,329 

12.4,40.9 

12.4,40.9 



' Overall values calculated by first averaging the results across visits within a subject, (hen calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted cothe upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.2341 for the averages across visits within a subject thus elimlnatig all BLQ values forthe overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 370 of 7) 


Lab: 1NBIFO 

Biomarker Tola! 3-hydroxyco<iiiiite (ng/mL) 
Timepoim: Week 1 _ 


Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

2 

3 

5 


MEAN, GEO MEAN 

3779.4.3368.1 

3432.3, 3356.8 

3605.8,3362.4 

5.5,45 

4.2, 3.6 

4.7,3.9 


SD.SE 

1872.90,1081.32 

833.66,481.32 

1310.43,534.98 

4.38,3.10 

3.18, L83 

3.21,1.44 


MEDIAN 

4804.2 

3898.1 

3913.5 

5.5 

2.4 

24 


MIN, MAX 

1617.7,4916.2 

2469.8, 3928.9 

1617.7, 4916.2 

2.4,8.6 

2.4,7.9 

2.4,8.6 


5%, 95% 

1617.7,4916.2 

2469.8,3928.9 

1617.7, 4916.2 

2.4, 8.6 

2.4,7.9 

2.4, 8.6 


BLQ Values Included 

0 

0 

0 

1 

2 

3 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSU RE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 371 of?) 


I.ah: INBIFO 

Biomarken Total 3-hydroxycotininc (ng/mL) 

TimeDOint: Week 2 

Characteristic 

Statistic 


Smokeis 



Non-Smokeis 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

2 

5 


MEAN, GEO MEAN 

4276.5, 3517.0 

3402.6. 3251.4 

3839.6,3381.6 

4.3.3.6 

14,2,4 

3-5,3.1 


SD.SE 

2898.04, 1673.18 

1287.13,743.12 

2061.85,841.75 

3.29, 1.90 

0 .00,0.00 

2,55,1.14 


MEDIAN 

4132.5 

2987.9 

3560.2 

2.4 

2.4 

2.4 


MIN, MAX 

1453.2,7243,9 

2374.0,4846.0 

1453.2,7243.9 

2-4,8.1 

14,14 

2.4,8.1 


s*,vs% 

145322,7243.9 

2374.0,4846.0 

1453.2,7243.9 

2.4, 8.1 

14,2.4 

14,8.1 


BLQ Values Included 

0 

0 

0 

2 

2 

4 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-110UR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 372 of?) 


Lab: 1NBEFO 

Biomarker Total 3-hydnoxycotinine (ng/raL) 
Tintepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


SiatUtlc 

Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

2 

3 

5 

3 

2 

5 


MEAN. CEO MEAN 

19003,1565.1 

2873.6,2408.8 

2484.3,2027.2 

2.4,2.4 

2.4,2.4 

24,24 


SD,SE 

1524.02, 1077.65 

2172.69,1254.40 

1795.88,803.14 

0 .00,0.00 

0 .00,0.00 

0 .00,0.00 


MEDIAN 

1900,3 

1813.9 

1813.9 

2.4 

14 

2.4 


MIN, MAX 

822.6,2977.9 

1434.1,5372.8 

822.6, 5372.8 

2.4,2.4 

2.4,24 

2.4,24 


5%, 95% 

822.6,2977.9 

1434.1,5372.8 

822.6,5372.8 

2.4,2,4 

2.4,2.4 

24, 2.4 


BLQ Values Included 

0 

0 

0 

3 

2 

5 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 373 of?) 


Lab: INBIFO 

Biomarken Total 3-hydroxycotinme (ng/mL) 


Timeramt: Overall* - . 

Characteristic 

Statistic 


Smokers 



Non-Smokers 


Male 

Female 

Overall 

Male 

Female 

Overall 

Caucasian 

N 

3 

3 

6 

3 

3 

6 


MEAN. GF.O MEAN 

37S3.1, 3152.8 

3236.2,3079.4 

3509.7,3115.9 

3.7.33 

4.2, 3.6 

4.0,3.4 


SD.SE 

2396.71, 138174 

1296.85, 748.73 

1749.33,714.16 

131, 1.33 

3.18,1.83 

150,1,02 


MEDIAN 

3971.5 

2695.3 

3333.4 

2.4 

2.4 

2.4 


MIN, MAX 

1297.8,6080.1 

22973,4715.9 

1297.3,6080.1 

2.4, 6.4 

14,7.9 

2.4,7.9 


5%, 95% 

1297.8,6080.1 

2297.3*4715.9 

1297.8,6080.1 

14,6.4 

2.4,7.9 

2.4,7.9 


‘ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the RLQ values were converted to the upper limit of the 
BLQ (e.g., ’<1.234' will be used as '1.234') forthe averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY T1MEPOINTFOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 374of 7) 


Lab: INB1FO 

Biomarker Free 3-hydrcxycotinine (mr.ol/L) 
Timepoin): Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA, NA 

10 ,6,10.6 

NA, NA 

10 .6,10.6 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA. NA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

10.6 

NA 

10.6 


MIN, MAX 

NA NA 

NA, NA 

NA, NA 

10 .6,10,6 

NA, NA 

10 .6,10.6 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

NANA 

NA.NA 


BLQ Value® Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN. GEO MEAN 

16696.1, 14940.9 

14366.9,14092.1 

15531.5,14510.3 

14.5,10.2 

12.2,9.7 

13.2,10.0 


SD.SE 

8158.34, 4710.22 

3268.60, 1887.13 

5703.03, 2328.25 

15.07, 8.70 

8.60,4.30 

10.69,4.04 


MEDIAN 

21097.5 

16158.5 

16233.2 

5.9 

11.2 

5.9 


MTN, MAX 

7232.3,21708,6 

10594.2,16347.9 

7282.3,21708.6 

5.7,31.9 

4.9,21.5 

4.9,31.9 


5^,95* 

7282.3,2t708.6 

10594.2, 16347.9 

7282,3,21708.6 

5.7, 31.9 

4.9,21.6 

4.9,31.9 


Rl .Q Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 375 of 7) 


Lai: INBIFO 

Biomarker Free 3-hydroxyco(inine (nmol/L) 
TimepoinI: Week 2 _ 


Characieristic 



Smokers 



Nou-Smokcn 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

NA, NA 

NA. NA 

17.4,17.4 

NA NA 

17.4, 17,4 


SD.SE 

NANA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


median 

NA 

NA 

NA 

17.4 

NA 

17.4 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

17.4,17.4 

NANA 

17.4,17.4 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NA NA 

NANA 


BI.Q Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

2 

4 

6 


MEAN, GEO MEAN 

17203.0,13492.0 

15228.1, 14505.1 

16215.6,13989.4 

17.1,13.4 

9.4, 8.8 

11.9,10.1 


SD.SE 

12805.30,7393.14 

5943.28,3431.36 

8993.85, 3671.72 

14.92,1055 

3.79, 1.90 

8.30, 3.39 


MEDIAN 

16061.2 

13399.8 

14730.5 

17.1 

8.5 

8.6 


MW, MAX 

5006.9. 30541.0 

10413,7,21870.7 

5006.9, 30541.0 

6,5,27.6 

6.0,14,3 

6.0,27.6 


5%, 95% 

5006.9,30541.0 

10413.7,21870,7 

5006.9.30541.0 

6.5,27.6 

6.0, 14.3 

6.0,27.6 


BLQ V alnes Included 

0 

0 

0 

0 

0 

ft 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 376 of?) 


Lab: INBIFO 

Biomarken Free 3-hydroxycotiiuiie (nmol/L) 
Timepoml: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

12.5,12.5 

NA. NA 

12.5,12.5 


SD.SE 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

12.5 

NA 

12.5 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

12.5,12.5 

NA, NA 

12,5,12.5 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

2 

3 

s 

1 

3 

4 


MEAN. GEO MEAN 

S140.5,7014.7 

12045.1,10508.6 

10483.2,8939.9 

7.0,7.0 

12.3,11.6 

11.0, 10.2 


SD.SE 

5841.55,4130.60 

7912.77,4568.44 

6664.13,2980,29 

NA, NA 

4.70,2.71 

4.66, 2.33 


MEDIAN 

8140.5 

8860.2 

8860.2 

7.0 

1Z4 

10,0 


MIN, MAX 

4009.9, 12271.1 

6221,0,21054.0 

4009,9,21054.0 

7,0,7.0 

75, 16.9 

7.0,16.9 


5%, 95% 

4009.9, 12271.1 

6221.0,21054.0 

4009.9,21054.0 

NA, NA 

75, 16.9 

7.0, 16.9 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 377 of T) 


Lab: INBIFO 

Biomarten Free 3-hydroxycottnine (nmol/L) 

Timenoint: Overall' .. 

Characteristic 

Statistic 


Smote re 



Non-Smoters 


Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black. 

N 

0 

0 

0 

, 

0 

1 


MEAN, GEO MEAN 

NANA 

NANA 

NA, NA 

13.5, 13.5 

NA, NA 

13.5,13.5 


SD.SE 

NA.NA 

NA, NA 

NANA 

NANA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

13.5 

NA 

13,5 


MIN, MAX 

NA, NA 

NA,NA 

NANA 

13.5, 13.5 

NANA 

13.5,13.S 


556,95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA NA 

NA, NA 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

16011.5,13273.5 

13880.0, 132955 

14945.7, 132845 

11.4,9.3 

10.7,9.8 

11.0, 9.6 


SD.SE 

10353.70,5977.73 

5163.80.2981.32 

7410.05.3025.14 

9.35,5.40 

4.99,2.50 

6.46,2.44 


MEDIAN 

16476.6 

11810.8 

14143.7 

6.1 

10.7 

7.6 


MIN, MAX 

5433.0,26124.8 

10071.7,19757.5 

5433.0,26124.8 

5.9,22.2 

5.5, 16.1 

5.5,22.2 


5%, 95% 

5433.0,26124.8 

10071.7,19757.5 

5433,0,26124.8 

5.9,22.2 

5,5, 16.1 

5.5,22.2 


* Overall values calt- ulalr J By Gist averaging lie mulls across visits within a subject, then calculating the descriptive jtatUtica across subjects. Count of BLQ values d<X3 not apply as the BLQ values were converted to the upper limit of the 
BLQ (c.g.,'<1.234' will be weed as T.234 1 ) for the averages across visits within a subject thirselimrnstig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOOTT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 378 of T> 


Lab: INBIFO 

Biomarker Free 3-hydroxycotinine (u^mL) 
Timepoint: Week 1 _ 


Cbarocterislic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

i 

0 

i 


MEAN, GEO MEAN 

NA. NA 

NA.NA 

NA, NA 

20,2.0 

NA.NA 

20,2.0 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

20 

NA 

20 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

20,20 

NA NA 

20,2.0 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

3 

4 

7 


MEAN, GEO MEAN 

3209.0,2871.7 

2761.3,2708.5 

2985.2,2788,9 

28, 1,9 

2.3, 1.8 

25,1.9 


SD.SE 

1568.00,905.29 

628.25,362.72 

1096.11,447.48 

2.89,1.67 

1.69,0.84 

206,0.78 


MEDIAN 

4054.9 

3105.7 

3123.9 

1.1 

2.1 

1.1 


MIN, MAX 

1399.7, 4172.4 

2036.2,31421 

1399.7,41724 

1.1, 6.1 

0.9, 431 

09,6.1 


5%, 95% 

1399.7,4172.4 

2036.23142.1 

1399.7,4172.4 

1.1,6 1 

0.9,42 

0 9. 6.1 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 379 of?) 


Lab: INBIFO 

Biomarlrer: Free 3-hydroxyc«inine (nghnL) 



Characteristic 



Smokers 



Noo-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

3.3, 3.3 

NA,NA 

3.3,3.3 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

3.3 

NA 

3,3 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

3-3,3.3 

NA, NA 

3.3,3.3 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

3 

3 

6 

2 

4 

6 


MEAN, GEO MEAN 

3306.4,2593.2 

2926.8,2787.9 

3116.6,2688.7 

3.3,2.5 

1.8,1.7 

23,1.9 


SD.SE 

2461.20,1420.97 

1142.28,659.50 

1728.63,705.71 

290,2.05 

0.70,0.35 

1.59,0.65 


MEDIAN 

3087.0 

2575.4 

2831.2 

32 

1.7 

1.7 


MIN, MAX 

962.3,5870.0 

2001.5,4203.5 

9613,5870.0 

12,5.3 

1.2, 2.7 

1.2, 5.3 


5%, 95% 

962.3,5870.0 

2001.5,4203.5 

9623,5870.0 

1.2.5.3 

1.2.2.7 

1.2.5.3 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 380 of?) 


Lab: INBIF0 

Biomarker Free 3-hydrosycotinine (ng/mL) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Femak 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

0 

0 

I 

0 

1 


MEAN. GEO MEAN 

NA.NA 

NA, NA 

NA. NA 

14, 2.4 

NA. NA 

14.2.4 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

14 

NA 

2.4 


MIN, MAX 

NA, NA 

NA, NA 

NA.NA 

14,24 

NA, NA 

2.4,14 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

0 

NA 

0 

Caucasian 

N 

2 

3 

5 

1 

3 

4 


MEAN, GEO MEAN 

1564.6, 1348.2 

2315.1.2019.8 

2014.9,1718.2 

1.3, 1.3 

2.3, 2.2 

11,1.9 


SD.SE 

1122.74, 793.90 

1520.84,878.06 

1280.85,572.81 

NA, NA 

0.90,0.52 

0.90,0.45 


MEDIAN 

1564.6 

1702.9 

1702,9 

1.3 

2.4 

1.9 


MIN, MAX 

770.7,23585 

1195.7,4046.6 

770.7,4046,6 

1.3,13 

1.4,3.2 

1.3,3.2 


5%, 95% 

770.7,23585 

1195.7, 4046.6 

770.7,4046,6 

NA, NA 

1.4,3.2 

1.3, 3,2 


BLQ Values Included 

0 

0 

0 

0 

0 

0 
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TABU; 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRA PHIC CHARACTERISTIC: RACE 

(Page 381 of?) 


Lab: INDIFO 


Bioroarker Free 3-hydiwyrotinine (ngiiriL) 
Timepoint: Overa ll'_ 

_ Characteristic _ 

African AmericantBlack 


Caucasian 


Smokets_ _ Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

N 

0 

0 

0 

i 

D 

i 

MEAN. GEO MEAN 

NA, NA 

NANA 

NANA 

2.6, 2.6 

NA.NA 

26,26 

SD, SE 

NANA 

NANA 

NA, NA 

NANA 

NA, NA 

NA, NA 

MEDIAN 

NA 

NA 

NA 

2.6 

NA 

26 

MIN, MAX 

NANA 

NANA 

NA, NA 

2.6,2.6 

NANA 

26,2.6 

5%, 95% 

na,na 

NANA 

NANA 

NANA 

NA, NA 

NA.NA 

N 

3 

3 

6 

3 

4 

7 

MEAN, GBO MEAN 

3077.4,2551.2 

2667.7,2555.4 

2872.6,2553.3 

2.2, l.S 

2.1,1.9 

21,1.8 

SD.SE 

1990.01,1148,93 

992.49,573.01 

142422,581.44 

1.76,1.02 

0.95,0,48 

1.220.46 

MEDIAN 

3166.8 

2270.0 

2718,4 

1.2 

2.0 

1.4 

MIN, MAX 

1044.2,5021.2 

1935.8,3797.4 

1044,2,5021.2 

1.1, 4.2 

LI, 3.1 

LI. 4.2 

5%, 93% 

1044.2,5021.2 

1935,8,3797.4 

1044,2,5021.2 

1.1,4.2 

1.1,3.1 

1.1, 4.2 


Overall values calculated by fircc averaging the results across visits within a subjKJ, then calculating !he descriptive statistics across subjects. Coua of BLQ values does not apply as lie BLQ values wete converted to the upper limit of the 
BLQ (e g, 'el.234* will he used as '1.234’) for the averages 3CT0S5 visits within a subject thus eliminate s'l BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 382 of?) 


Lab: Harrogate 

Biomarken NicMine Gluruonide (ntnoVL) 
Timepoinl: Week 1 _ 


Characteristic 



Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

l 

2 

3 


MEAN, GEO MEAN 

NA, NA 

1136.830.1136.830 

1136.830.1136.830 

0.000, NA 

0.000, NA 

0.000, NA 


SD, SE 

NA.NA 

NANA 

NA, NA 

NANA 

0.0000,0.0000 

0.0000,0.0100 


MEDIAN 

NA 

1136.830 

1136.830 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

1136.826,1136.826 

1136.826,1136.826 

0.000,0.000 

U.000,0.000 

0.000,0.000 


3%, 95% 

NA, NA 

NA.NA 

NA, NA 

NANA 

o.ooo, o.ooo 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

IS 

27 

45 

26 

32 

58 


MEAN, GEO MEAN 

3185.830,1315.050 

3054.140.1569.190 

3106.820,1462.120 

3.628, NA 

0.559, NA 

1.935, NA 


SD. SE 

4046.8000,953.8390 

3889.1000,748.4570 

3907.5700,5825060 

5.9705,1.1709 

15688,0.2773 

43982,0.5775 


MEDIAN 

1437.370 

1483.920 

1476.520 

0.000 

0.000 

0.000 


MIN, MAX 

17.879,12968.078 

59.184, 17624.502 

17.879, 17624.502 

0.000,22.811 

0.000, 6.782 

0.000,22.81! 


5%, 95% 

17.879, 12968.100 

212.693,10892 300 

109.121,11547.000 

0.000.18.495 

0.000,4.932 

0.000, 10.481 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN. GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000, NA 

0.000, N A 


SD, SE 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NANA 

0,000,0,000 

0.000,0.000 


5%. 95% 

NANA 

NA NA 

NA.NA 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Otter 

N 

0 

3 

3 

t 

0 

1 


MEAN, GEO MEAN 

NA, NA 

1662.910,483.021 

1662.910. 483.021 

0.000, NA 

NA, NA 

0,000, NA 


SD, SE 

NA, NA 

25235500,1456.9700 

2523.5500, 1456.9700 

NA, NA 

NA.NA 

NANA 


MEDIAN 

NA 

344.624 

344.624 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

71.514,4572.581 

71.514.4572 581 

0 000,0.000 

NANA 

0.000.0.000 


5%, 95% 

NA, NA 

71.514,4572.580 

71.514, 4572.580 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMASKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 383of?) 


Lab: Harrogate 

Biomarker: Nicotine Gluruoiudc (nmoVL) 
Timeaoifll: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA, NA 

4648.410, 4648.410 

4648.410.4648.410 

0.000, NA 

0.000. NA 

0.000. NA 


SD.SE 

NANA 

NA, NA 

NA, NA 

NANA 

0.0000,0.0000 

0.0300, 0.0000 


MEDIAN 

NA 

4648.410 

4648.410 

0,000 

0.000 

0.000 


MIN, MAX 

NA, NA 

4648.410,4648.410 

4648.410,4648.410 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5*. 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

27 

44 

27 

32 

59 


MEAN, GEO MEAN 

3220.380, 1984.940 

3552.000,1735.500 

3423,870,1827.920 

5.549, NA 

0.385, NA 

2.748, N A 


SD.SE 

3208.1800,778.0980 

5022.3900,966,5590 

4371.3100,659.0000 

19.0365, 3,6636 

1.7837,03153 

13.0722,1.7019 


MEDIAN 

1499.950 

1458.640 

1479.290 

0.000 

O.UOO 

0,000 


MIN, MAX 

330.444, 10055,113 

68.432,25269.102 

68.432,25269.102 

0.000,99.257 

0.000,9.864 

0.000,99,257 


5%, 95% 

330.444,10055.100 

106.038, 8746.290 

330.444.9456.490 

0.000,11.714 

0.000,2.466 

0.000,9.864 


BLQ Values Included 

0 

0 

0 

20 

30 

50 

Native American 

N 

0 

0 

0 

0 

1 

l 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NANA 

1,233,1.233 

1.233,1.233 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 

NA,NA 


MEDIAN 

NA 

NA 

NA 

NA 

1.233 

1.233 


MIN, MAX 

NA, NA 

NA.NA 

NA, NA 

NANA 

1.233, 1.233 

1.233, 1.233 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

NA.NA 

NA, NA 


RLQ Values Included 

NA 

NA 

NA 

NA 

1 

i 

Other 

N 

0 

3 

3 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

3538.710,667.894 

3538.710,667.894 

0.000, N A 

NA, NA 

0.000, NA 


SD,5E 

NA, NA 

5817.1900,3358-5600 

5817.1900,3358.5600 

NA NA 

NA, NA 

NANA 


MEDIAN 

NA 

239.202 

239,202 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

121.451, 10255.478 

121.451, 10255.478 

0.000.0.000 

NA, NA 

0.000,0.000 


5%. 95% 

NA, NA 

121.451.10255-500 

121.451,10255.500 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 384 of?) 


Lab; Harrogate 

Biomarker Nicotine Gluruonide (nmol/L) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Blacfc 

N 

0 

1 

, 

1 

2 

3 


MEAN, GEO MEAN 

NA NA 

4997.350,4997.350 

4997.350.4997.350 

0.000. N A 

0.000. NA 

0.000. NA 


SD, SB 

NANA 

NANA 

NA, NA 

NA, NA 

0.0000,0.0000 

0,0000,0.0000 


MEDIAN 

NA 

4997.350 

4997.350 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

4997.349,4997.349 

4997.349,4997349 

0.000,0.000 

ftOOO, 0.000 

G.WU, 0.000 


5%, 95% 

NA, NA 

NA.NA 

NA NA 

NANA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

I 

2 

3 

Caucasian 

N 

16 

25 

41 

28 

33 

61 


MEAN, GEO MEAN 

2390,020,1334.460 

3082.250, 1741.560 

2812.110,1569.690 

2774, NA 

0.187, NA 

1.375, NA 


SD, SE 

1832.9400, 458.2350 

2726.5200,545.3030 

2416,010ft 3773170 

5.9050,1.1159 

0.8081,0.1407 

4.2107,06391 


MEDIAN 

2286.600 

2594.230 

2594230 

0.000 

0.000 

0.000 


MIN, MAX 

27.126,5382.662 

17.879, 8494.754 

17.879, 8494.754 

0.000,28.976 

0.000,4.316 

0.000,28.976 


5%, 95% 

27.126, 5382.660 

130.698. 8343.710 

130.698,8015.730 

0.000, 11.714 

0.000, 1.850 

0.000,6.165 


ELQ Values Included 

0 

0 

0 

21 

32 

53 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA NA 

NANA 

NANA 

NA NA 

2466,2.466 

2466,2466 


SD, SE 

NA NA 

NANA 

NANA 

NA NA 

NA, NA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

2466 

2.466 


MIN, MAX 

NA, NA 

NA NA 

NANA 

NA, NA 

2.466,2466 

2.466,2.466 


5*, 95% 

NANA 

NANA 

NA NA 

NA, NA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

i 

Otter 

N 

0 

3 

3 

1 

0 

i 


MEAN, GEO MEAN 

NA, NA 

1933.550,297.303 

1933.550,297.303 

0.000. NA 

NA, NA 

0.000, NA 


Sd,SB 

NANA 

300(2.2000, 1733.3200 

30023000,1733.3200 

NA, NA 

NA NA 

NA NA 


MEDIAN 

NA 

395.177 

395.177 

0,000 

NA 

0.000 


MIN, MAX 

NANA 

12.330,5393.142 

11330; 5393.142 

0.000,0.000 

NA, NA 

0.000, 0.000 


5%, 95% 

NA, NA 

12.330.5393.140 

12330,5393,140 

NA NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 385 of 7) 


Lab: Harrogate 

Biomarker: Nicotine Glunionide (nraoI/L) 

Timepoint: Overall" 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

3594.200,3594.200 

3594.200. 3594,200 

0:000, NA 

0000, NA 

aooaNA 


SD,SE 

NA,NA 

NA.NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

3594.200 

3594.200 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

3594.200,3594.200 

3594.200,3594.200 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

0,000, 0.000 

0.000,0.000 

Caucasian 

N 

13 

28 

46 

28 

33 

61 


mean, geo mean 

2837,220, 1507.000 

3099.230.1790-530 

2996.710,1673.730 

3.952, N A 

0.380, NA 

2.020, NA 


SD.SE 

2855.8900,673.1400 

3448.8300,651.7680 

3199.1500,471.6890 

7.7433, 1.4634 

1.1593,0.2018 

5.5606,0.7120 


MEDIAN 

1684.180 

1332.880 

1558.720 

0.514 

0.000 

0.000 


MIN, MAX 

22.503, 9135.910 

98.640, i4522.700 

22.503,14522.700 

0.000, 36.579 

0.000,5.549 

0.000,36,579 


5%, 95% 

22.503,9135.910 

401.95S, 11621.800 

219.783,9135.910 

0.000, 19.112 

0.000,3.699 

0.000,7,707 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA. NA 

NA, NA 

NA.NA 

NA, NA 

1.233, 1.233 

1,233, 1.233 


SD.SE 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

1,233 

1.233 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

1.233, 1.233 

1,233.1,233 


5%, 95% 

NA, NA 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

2378.390,531.948 

2378.390,531.948 

0.000, NA 

NA, NA 

0.000, NA 


SD.SE 

NA. NA 

3779.8100,2182.2800 

3779.8100,2182.2800 

NA, NA 

NA.NA 

NA, NA 


MEDIAN 

NA 

326.334 

326334 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

68.432, 6740.400 

68.432, 6740.400 

0.000,0.000 

NA, NA 

0.000,0.000 


5%, 95% 

NA.NA 

68.432,6740400 

68.432, 6740.400 

NA, NA 

NA, NA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does tics apply as the BLQ values were converted to rhe upper limit of the 
BLQ (e.g., '<1.234' will be used as '1.2343 fertile averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pass 386 of?) 


Lab: Harrogare 

Biomarker: Nicoline Gluruonide (nmol/24hr) 
Timepoint: Week I _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

i 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

1455.140,1455.140 

1455.140.1455.140 

0.000. na 

0.000, NA 

0.000, N A 


SD.SE 

NA.NA 

NANA 

NANA 

NANA 

0.0000.0.0000 

0.0000,0.0000 


MEDIAN 

NA 

1455.140 

1455.140 

0.000 

0.000 

0.000 


MIN, MAX 

NA,NA 

1455.137,1455.137 

1455.137,1455.137 

0.000,0.000 

0.000,0.000 

0.000,0.000 


598,95% 

NA.NA 

NA, NA 

NA.NA 

NANA 

0.000,0,000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

26 

32 

58 


MEAN, GEO MEAN 

4026.810,21525590 

4258.090,2652.720 

4165580,2439970 

5629, N A 

1520, NA 

3.252, NA 


SD,SE 

3521.3800,829.9970 

4383.0300, 8435140 

4019.4500, 599.1850 

9.1916, 1.8026 

4.3595,0.7706 

7.2155,0.9474 


MEDIAN 

3048.350 

2809.710 

2809.710 

0.000 

0.000 

0.000 


MIN, MAX 

25.209,10738.304 

162,756, 22030.628 

25.209,22030.628 

0.000,29.594 

0000,22.042 

0.000, 29.594 


5%, 95% 

25.209,10788,300 

185.043,9928.730 

162.756, 10045.900 

0.000,29.242 

0.000,11.235 

0.000, 22.379 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA NA 

NA, NA 

NA NA 

0.000, NA 

0.000, NA 


SD.SE 

NA, NA 

NA NA 

NANA 

NANA 

NA, NA 

NA, NA 


median 

NA 

NA 

NA 

NA 

0.000 

0.000 


MIN, MAX 

NA, NA 

NA.NA 

NANA 

NA, NA 

0.000, 0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

3973.420, 1058.220 

3973.420, 1058.220 

0.000, NA 

NA, NA 

0.000. NA 


SD,SE 

NANA 

62626800,3615.7600 

6262 6800, 3615.7600 

NA.NA 

NA.NA 

NA NA 


MEDIAN 

NA 

510.044 

510.044 

0.000 

NA 

0.000 


MIN, MAX 

NA.NA 

207.391,11202.823 

207.391, 11202,823 

0,000,0.000 

NA, NA 

0,000, 0.000 


5%, 95% 

NA, NA 

207.391,11202.800 

207.391, 11202.800 

NANA 

NA. NA 

NA.NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 


i 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 387 of?) 


Lab: Harrogate 

Biamarken Nicotine Gluruooide (nmol/24hr) 
Tiincpoint: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

I 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA. NA 

6647.23a 6647230 

6647.230, 6647.230 

0.000, NA 

0.000, NA 

O-OOftNA 


SD.SE 

NA, NA 

NA NA 

NANA 

NA, NA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

6647.230 

6647.230 

0.000 

0.000 

0.000 


MIN. MAX 

NA, NA 

6647 226,6647226 

6647.226,6647.225 

0.000,0.000 

0.000,0.000 

0.000, 0.000 


5%, 95* 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

I 

2 

3 

Caucasian 

N 

17 

27 

44 

27 

32 

59 


MEAN, GEO MEAN 

4025,200,2885.680 

4410.420,2851.750 

4261580,2864.820 

13.755, NA 

0.S15.NA 

6.737, NA 


SD, SE 

3025.1900,733.7160 

4456.4800, 857.6500 

3930.6200,592.5640 

54.1292,10.4172 

3.8893,0.6875 

36.9296,4.8078 


MEDIAN 

3547.290 

3511.090 

3529.190 

0.000 

aooo 

aooo 


MIN, MAX 

461.543,9872.580 

193.519,22489.501 

193.519,22489.501 

0.000, 282.882 

0.000,21.701 

0.000, 282.882 


3*. 95* 

461.343,9872,580 

294,258,11807.500 

461.543,9872.580 

0.000,23.674 

0.000, 4.389 

0.000,21.701 


BLQ Values Included 

0 

0 

0 

20 

30 

50 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA, NA 

NA, NA 

2.404, 2.404 

1404,2.404 


SD.SE 

NA, NA 

NANA 

NA NA 

NA NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

2,404 

1404 


MIN, MAX 

NA,NA 

NA, NA 

NA, NA 

NA. NA 

2.404,2.404 

2.404,2.404 


3%, 95* 

NA, NA 

NANA 

NANA 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

i 

i 

Other 

N 

0 

3 

3 

1 

0 

i 


MEAN, GEO MEAN 

NANA 

5828.390,1050.450 

5828.390,1050.450 

0.000, NA 

NA NA 

aooo, NA 


SD.SE 

NA NA 

9607.5200,5546.9000 

9607.5200,5546.9000 

na,na 

NA, NA 

NA NA 


MEDIAN 

NA 

386.311 

386.311 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

177.318,16921339 

177.318.16921539 

aooo, aooo 

NANA 

0.000, 0.000 


5*. 95* 

NANA 

177.318.16921.500 

177.318. 16921.500 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOWT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 388 of?) 


Lab: Harrogate 

Biomarker: Nicotine Gluiuonide (nmol/24hr) 
Timepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokere 



Statistic 

Male 

Female 

Ch'craJl 

Male 

Femak 

Overall 


African American/Black 

N 

0 

i 

i 

i 

2 

3 



MEAN, GEO MEAN 

NANA 

6671.460, 6671.460 

6671.460,6671.460 

0.000, NA 

0.000, NA 

0.000, NA 



SD, SE 

NA.NA 

NANA 

NANA 

NA.NA 

0.0000,0,0000 

0.0000,0.0000 



MEDIAN 

NA 

6671.460 

6671,460 

0.000 

0.000 

0.000 



MIN, MAX 

NANA 

6671.461,6671,461 

6671-461.6671.461 

0.000,0.000 

0.000,0.000 

0.000,0.000 



5%, 95% 

NANA 

NA NA 

NANA 

NANA 

0.000,0.000 

0.000,0.000 



BLQ V alues Included 

NA 

0 

0 

1 

2 

3 


Caucasian 

N 

16 

25 

41 

28 

33 

61 



MEAN, GEO MEAN 

4351.610,2285.070 

4700.410,3190.940 

4564.300,2801.090 

4.859, NA 

0,328, NA 

2408, NA 



SD, SE 

3671.9000,917.51750 

3237.7400,6475490 

3372.7600,526.7370 

8.7946,1.6620 

1.4756,0.2569 

6.4147,0.8213 



MEDIAN 

3945.800 

4005.330 

4005.330 

aooo 

0.000 

0000 



MIN, MAX 

28.428, 11461.291 

52.296,12487.288 

28.428,12487.288 

0.000,37,669 

0.000,8.114 

0.000,37.669 



5%, 95% 

28.428, 11461.300 

243.098, 10420300 

243.098, 10435.800 

0.000, 21.208 

0.000,2.720 

0.000, 14.303 



BLQ Values Included 

0 

0 

0 

21 

32 

53 


Nalive American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NANA 

NANA 

NANA 

NANA 

4.279,4.279 

4.279,4.279 



SD, SE 

NANA 

NANA 

NAyNA 

NA* NA 

NA, NA 

NA, NA 



MEDIAN 

NA 

NA 

NA 

NA 

4.279 

4.279 



MIN. MAX 

NA, NA 

NANA 

NANA 

NANA 

4.279.4.279 

4.279, 4.279 



5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 



BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 


Other 

N 

0 

3 

3 

1 

0 

1 



MEAN, GEO MEAN 

NANA 

1966.130, 321,454 

1966.130,321.454 

0.000, NA 

NANA 

0.000, NA 



SD, SE 

NA NA 

3093.7300, 1786.1700 

3093,7300,1786.1700 

NA NA 

NA* NA 

NA, NA 



MEDIAN 

NA 

347.756 

347.756 

0.000 

NA 

0-000 



MIN, MAX 

NA. NA 

17.262.5533.364 

17.262, 5533.364 

0.000,0.000 

NA, NA 

0.000.0.000 



5%, 95% 

NANA 

17.262,5533.360 

17,262, 5533.360 

NA NA 

NANA 

NA. NA 



BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 389 of?) 


Lab: Harrogale 

Biomarket: Nicotine Gluntonide(nmoV24hr) 
Timepoint: Overall* _ 


Characteristic 



Smoken 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

1 

i 

1 

2 

3 



MEAN. GEO MEAN 

NANA 

4924.610,4924610 

4924.610,4924.610 

0.000, NA 

0.000, NA 

0.000, NA 



SD, SE 

NA,NA 

NA, NA 

NANA 

NANA 

0.0000,0.0000 

0.0000,0.0000 



MEDIAN 

NA 

4924.610 

4924.610 

0.000 

0.000 

0.000 



MIN, MAX 

NA.NA 

4924610,4924610 

4924.610, 4924,610 

0.000,0.000 

0.000,0.000 

0.000, 0.000 



5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

0.000,0.000 

0.000,0.000 


Caucasian 

N 

18 

28 

46 

28 

33 

61 



MEAN, GEO MEAN 

3965,130,2293.940 

4306.410,3071.920 

4172.870,2740,200 

8.000, NA 

0.822, NA 

4.117, NA 



SD.SE 

3288.3000,775.0590 

3529.9400,667.0950 

3404.3400,501.9420 

19.9342,3.7672 

2.6720,0.4651 

13.9869, 1.7908 



MEDIAN 

3242.430 

2982.790 

3084.910 

0.702 

0.000 

0.000 



MIN, MAX 

26.819, 10353.300 

199.791,15441.800 

26,819, 15441.800 

0.000, 104.041 

0,000,11.885 

0.000,104.041 



5%, 95% 

26.819, 10353.300 

535,807,12852.600 

373.255, 10353.300 

0.000,21.634 

0.000,10.052 

0.000,18.618 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NANA 

NA, NA 

NA NA 

NA, NA 

2.228,2.228 

2.228,2.228 



SD.SE 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 

NA.NA 



MEDIAN 

NA 

NA 

NA 

NA 

2.228 

2.228 



MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NANA 

2.228, 2.228 

2.228,2.228 



5%, 95% 

NA, NA 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 


Other 

N 

0 

3 

3 

1 

0 

l 



MEAN, GEO MEAN 

NANA 

3922630, 854.261 

3922,630,854.261 

0.000, NA 

NANA 

0.000, NA 



SD, SE 

NA, NA 

6320.5700,3649.1800 

6320.5700, 3649.1800 

NANA 

NA, NA 

NANA 



MEDIAN 

NA 

414.704 

414.704 

0.000 

NA 

0.000 



MIN, MAX 

NA, NA 

133.990, 11219.200 

133.990,11219.200 

0000,0.000 

NANA 

0.000,0.000 



5%, 95% 

NA, NA 

133.990,11219.200 

133.990, 11219.200 

NANA 

NANA 

NANA 



Overall values calculated by first averaging the results across visits within a subject, then calculating the: descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g.. '<1.234' will be used as '1.2341 for the averages across visits within a subject thus climiuatig all BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 390of?) 



Lab: Harrojate 

Biomarker. Nicotine Gluraonide (nmol/mg Creatin) 
Timepoint: Week I _ 


Giaractedstic 



Smokere 



Non-Smokers 



Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 


African American/Black 

N 

0 

1 

1 

1 

2 

3 



MEAN. GEO MEAN 

NA NA 

0.995,0.995 

0.995,0.995 

0.000, N A 

0.000, NA 

0.000, NA 



SD.SE 

NA.NA 

NA NA 

NANA 

NANA 

0.0000,0.0000 

0.0000,0.0000 



MEDIAN 

NA 

(1995 

0,995 

0.000 

0.000 

0.000 



MIN, MAX 

NANA 

0.995,0.995 

0.995,0.995 

0.000,0.000 

0.000,0.000 

0.000,0.000 



5%, 93% 

NA, NA 

NA, NA 

NA NA 

NA, NA 

0,000,0.000 

0.000.0.000 



BLQ Values Included 

NA 

0 

0 

1 

2 

3 


Caucasian 

N 

18 

27 

45 

26 

32 

58 



MEAN, GEO MEAN 

2,667,1.629 

3393,2360 

3.103,2035 

0.003, NA 

0.001, NA 

0.002 NA 



SD,SE 

1.8782,0.4427 

25665,0.4939 

2.3205,03459 

0.0063,0.0012 

0.0032,0.0006 

0.0049,0.0006 



MEDIAN 

2644 

3.163 

2.840 

0.000 

0.000 

0.000 



MIN, MAX 

0.024,7.058 

0.135,12113 

0.024,12.113 

0.000,0.023 

0.000,0.016 

0.000,0.023 



5%, 95% 

0.024.7.058 

0,307,7.068 

0.135,7.058 

0.000,0.021 

0.000,0.008 

0.000,0.016 



BLQ Values Included 

0 

0 

0 

16 

31 

47 


Native American 

N 

0 

0 

0 

0 

1 

1 



MEAN, GEO MEAN 

NA NA 

NA, NA 

NA, NA 

NANA 

0.000, NA 

0.000, NA 



SD.SE 

NA, NA 

NANA 

NA, NA 

NA, NA 

NANA 

NANA 



MEDIAN 

NA 

NA 

NA 

NA 

0.000 

0.000 



MIN, MAX 

NA, NA 

NANA 

NANA 

NA NA 

0,000,0.000 

0.000,0.000 



5%, 95% 

NANA 

NA NA 

NANA 

NA NA 

NANA 

NA, NA 



BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 


Other 

N 

0 

3 

3 

1 

0 

I 



MEAN, GEO MEAN 

NANA 

2.437,0.748 

2437,0,748 

0.000, NA 

NA NA 

0.000, N A 



SD,SE 

NA NA 

3.7742, 21791 

3.7742,21791 

NA NA 

NANA 

NANA 



MEDIAN 

NA 

0.329 

0.329 

0.000 

NA 

0.000 



MIN, MAX 

NA, NA 

0.187,6.794 

0.187, 6.794 

0.000,0.000 

NANA 

0.000,0.000 



5®. 95% 

NANA 

03 87.6,794 

0.187, 6.794 

NANA 

NA NA 

NANA 



BIX) Values Included 

NA 

0 

0 

l 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 391 of?) 


Lab: Harrogate 

Biomarkcn Nicotine Gluruonide (nmol/mg Creatin) 






Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black. 

N 

0 

i 

1 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

4648, 4.548 

4548,4.548 

0,000, NA 

0.000, NA 

0.000, NA 


SD,SE 

NA.NA 

NA, NA 

NA, NA 

NA.NA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

4548 

4548 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

4.548, 4.548 

4.548,4.548 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA, NA 

0.000,0.000 

0.000,0.000 


BLQ V slues Included 

NA 

0 

0 

1 

2 

3 


N 

17 

27 

44 

27 

32 

59 


MEAN, GEO MEAN 

1720,2.069 

3.418,2.248 

3.149.1177 

0.011 NA 

0.001, NA 

0.006, NA 


SD, SB 

1.8726,0.4542 

3.3989,0.6541 

18997,0.4371 

0.0517,0.0100 

0.0029,0.0005 

0.0351 0.0046 


MEDIAN 

2.323 

2.864 

1471 

0.000 

0.000 

0.000 


MIN, MAX 

0.298,6.734 

0.193,17.646 

0.193, 17.646 

0.000,0.270 

0.000,0.016 

0.000, 0.270 


5%, 95% 

0.298, 6,734 

0.222,6.805 

0.298.6.734 

0.000.0.017 

0.000.0.004 

0,000,0.016 


HI..Q Values Included 

0 

0 

0 

20 

30 

50 


N 

0 

0 

0 

0 

1 

\ 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

na,na 

0.003,0.003 

0.003, 0.003 


SD, SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0.003 


MIN, MAX 

NA, NA 

NA. NA 

NA. NA 

NA. NA 

0.003,0.003 

0.003,0.003 


5%, 95% 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 


N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

4.114,0.935 

4.114,0.935 

0.000, NA 

NA, NA 

0.000, NA 


SD, SE 

NA, NA 

6.6006,3.8108 

6.6006, 3.8108 

NA. NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

0.456 

0.456 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

0.153, 11.734 

0.153, 11.734 

0.000,0.000 

NA, NA 

0.000,0.000 


5%, 95% 

NA, NA 

0.153,11.734 

0.153,11.734 

NA, NA 

NA.NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

I 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSU RE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 392 of 7) 


Labi Harrogate 

Biomarken Nicotine Glunionide (nmol/mg Cteatin) 



Characteristic 



Smoke is 



Non-Smokera 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

4.017,4.017 

4.017,4.017 

0.000, NA 

0.000, NA 

0.000, NA 


SD.SE 

NA, NA 

NA NA 

NA, NA 

NA, NA 

0.0000,0.0000 

0.1XXX), 0.0000 


MEDIAN 

NA 

4.017 

4.017 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

4.017,4.017 

4.017,4.017 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

0.000,0.000 

0.000,0.000 


BLQ Vslues Included 

NA 

0 

0 

I 

2 

3 

Caucasian 

N 

16 

25 

41 

28 

33 

61 


MEAN, GEO MEAN 

2,776, 1,558 

3.730,2.627 

3.358,2.142 

0.002, NA 

0,000. NA 

0.001, NA 


SD.SE 

2.1773,0.5443 

2.5329,0.5066 

2,4184,0.3777 

0.0046, 0,0009 

0.0015,0.0003 

0.0035,0.0004 


MEDIAN 

2.549 

5.179 

2.840 

0.000 

0.000 

0.000 


MIN, MAX 

0.025,6.372 

0.056, 10.645 

0.025, 10.645 

0.000,0.021 

0.000, 0.008 

0.000,0.021 


5%, 95* 

0.025,6,372 

0.242, 8.031 

0.226,7.486 

0.000,0.011 

0.000.0.004 

0.000.0.008 


BLQ Values Included 

0 

0 

0 

21 

32 

53 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA NA 

NA, NA 

NA, NA 

0.006,0.006 

0.006,0.006 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.006 

0.006 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NANA 

0.006.0.006 

0.006, 0.006 


5%, 95* 

NA, NA 

NA. NA 

NANA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

1 

1 

Other 

N 

0 

3 

3 

i 

0 

1 


MEAN, GEO MEAN 

NA, NA 

3.359,0,411 

3.359,0.411 

0.000, NA 

NA, NA 

0.000, NA 


SD, SE 

NA, NA 

5.4938,3.1718 

5.4938,3.1718 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

0.358 

0.358 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

0.020,9.700 

0.020,9.700 

0.000,0.000 

NA, NA 

0.000,0.000 


5%, 95% 

NA, NA 

0.020,9.700 

0.020,9.700 

NA NA 

NANA 

NANA 


BLQ V allies Included 

NA 

0 

0 

I 

NA 

1 


l 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT TOR DEMOGRAPHIC CHARACTERISTIC. RACE 

(Page 393 of 7) 


Lab: Harrogate 

Biomarken Nicotine Giuruonide (nmoVtng Creatin) 



Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

e\fncan Americao/Black 

N 

0 

1 

1 

i 

2 

3 


MEAN. GEO MEAN 

NA.NA 

3.187,3.187 

3.187,3.187 

0.000, NA 

0.000, NA 

0.000, NA 


SD.SE 

NANA 

NANA 

NANA 

NA, NA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

3.187 

3.187 

0.000 

0.000 

0.000 


MIN, MAX 

NA NA 

3.187,3.187 

3.187,3.187 

0.000,0.000 

0.000,0.000 

O.GOO, 0.000 


5*, 95% 

NANA 

NA, NA 

NA, NA 

NA.NA 

0.000, 0.000 

0.000,0.000 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

2.612,1.659 

3.513.2.619 

3.160,2.191 

0,006, NA 

0.001, NA 

0.003, NA 


SD.SE 

1,9175,0.4520 

2.4597,0.4648 

2.2840,0.3368 

0.01820.0034 

0.0021,0.0004 

0.0126,0.0016 


MEDIAN 

2.521 

2.985 

2648 

0.001 

0.000 

0.000 


MIN, MAX 

0.025,6.721 

0.190, 10339 

0.025,10.339 

0.000,0.097 

0.000,0.009 

0.000, 0.097 


59b, 95% 

0.025,6.721 

0.380, 8.383 

0374,7.495 

0.000,0.013 

0,000,0.008 

0.000,0.009 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN. GEO MEAN 

NA, NA 

NA.NA 

NANA 

NANA 

0,003,0.003 

0.003,0.003 


SD.SE 

NANA 

NA, NA 

NANA 

NANA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.003 

0.003 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.003,0.003 

0.003,0.003 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA NA 

NANA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN. GEO MEAN 

NANA 

3303,0.755 

3303,0.755 

0.000, NA 

NA NA 

0.000, NA 


SD, SE 

NA NA 

5.2893, 3.0538 

5.2893,3.0538 

NANA 

NA NA 

NANA 


MEDIAN 

NA 

0.381 

0381 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

0.120,9.909 

0.120,9.409 

0,000,0.000 

NA, NA 

0.000,0.000 


5%, 95% 

NA, NA 

0.120,9.409 

0.120,9.409 

NANA 

NA, NA 

NA, NA 


’ Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across suhjects. Count of BLQ values docs not apply as the BLQ values were converted to the upper limit of the 
BLQCe.g.. ’<1.234' will be used as '1.234') for the averages across visits within a subject thus eliminatig all BLQvaluea for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 394 of?) 


Lab: H arrogate 

Bio marker. Cotin ine Gluruonide (nmol/L) 
Timepoint: Week 1 


Characteristic 



Smokets 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African Amcrican/Black 

N 

0 

1 

1 

l 

2 

3 


MEAN, GEO MP.AN 

NA.NA 

9129.370,9129.370 

9129.370,9129.370 

0.000, NA 

0.000, NA 

0.000. NA 


sd.se 

NANA 

NA NA 

NANA 

NA NA 

0.0000,0.0003 

0.0000, O.OCOO 


MEDIAN 

NA 

9129.370 

9129.370 

0.000 

0,000 

0.000 


MIN, MAX 

NANA 

9129.373,9129.373 

9129.373,9129.373 

0.000,0.000 

0.000,0,000 

0.000, 0.000 


5%, 95% 

NA, NA 

NA.NA 

NA NA 

NA, NA 

0.000,0.000 

0.000, 0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

12775.700,5928.170 

12304.200,6810.690 

12488700,6450.700 

13.276, NA 

3.130, NA 

7.787, NA 


SD,SE 

15906.0000, 3749.0900 

13158.2000,2486.6700 

14125.0000120826200 

25.6140, 4.8406 

6.9304, 1.2064 

186235, 2.3845 


MEDIAN 

6149.150 

6802.620 

6149.150 

4.257 

0.000 

0.000 


MIN, MAX 

71.505,58435.475 

103.285,57183.003 

71.505,58435.475 

0.000,121.445 

0.000,31.780 

0.000,121.445 


5%, 95% 

71.505,58435.500 

1445.420, 41739.100 

1334.760,44549.900 

0.000, 49.373 

0.000,23.268 

0.000,38.023 


BLQ Values Included 

0 

0 

0 

17 

29 

A6 

Native American 

N 

0 

0 

0 

0 

1 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NANA 

23.268,23.268 

23.268,23.268 


SD,SE 

NANA 

NANA 

NANA 

NANA 

NANA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

23.268 

23.268 


NUN, MAX 

NANA 

NA, NA 

NA. NA 

NANA 

23.268,23.268 

23,268 23.268 


5%, 95% 

NA, NA 

NANA 

NA NA 

NANA 

NA, NA 

NA, NA 


RI -Q Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

9550.460.2618 590 

9550.460,2618 590 

1.703, 1.703 

NANA 

1,703, L703 


SD, SE 

NANA 

13241.6000,7645.0500 

13241.6000, 7645.0500 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

3756.280 

3756.280 

1.703 

NA 

1.703 


MIN, MAX 

NA NA 

193.518,24701.573 

193.518,24701573 

1.703,1.703 

NANA 

1.703, 1.703 


5%. 95% 

NANA 

193.518.24701.600 

193.518 24701.600 

NANA 

NANA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIME POINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Pag: 395 of 7) 


Lab: Hariogale 

Biomarker Codnine Gluruonide (nmol/L) 
Timepoint: Week 2 _ 


Characteristic 



Smoke is 



Non-Smokers 


Stall slit 

Male 

Female 

Overall 

Male- 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

I 

2 

3 


MEAN, GEO MEAN 

NANA 

12659.800, 12659.800 

12659.800.12659,800 

0.000. N A 

1.135, NA 

0.757, NA 


SD,SE 

NANA 

NANA 

NA, NA 

NANA 

1.6051, 1.1350 

1.3106,0,7567 


MEDIAN 

NA 

12659.800 

12659.800 

0.000 

1.135 

0.000 


MIN, MAX 

NA NA 

12659.79ft 12659.790 

12659.790, 12659.790 

0 . 000 , 0.000 

0.000,2.270 

0.000, 2.270 


5%, 95% 

NA, NA 

NA NA 

NANA 

NA, NA 

0.000,1270 

0.000,2.270 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

12429.200,6666.940 

15551.100,8953.100 

14301300,7957.100 

15.181, NA 

3.904, NA 

9.080, NA 


SD,SE 

14018.0000, 3304.0700 

16915.0000, 3255.2900 

15728.4000, 2344.6500 

25.5587,4.8301 

69963,1.2179 

18.7662,24028 


MEDIAN 

8346.790 

6741.330 

7567.610 

3.122 

aooo 

1.135 


MIN, MAX 

73.775,60546.008 

286.388,77152.193 

73.775,77152.193 

0.000,92,503 

0.000,24.970 

0.000,92.503 


5 %, 95% 

73.775,60546.000 

1943.690, 42264.000 

1502.740,42264.000 

0.000,71.505 

0.000,20.430 

0.000,57.318 


BLQ Values Included 

0 

0 

a 

16 

28 

44 

Naive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NANA 

NA, NA 

17.025, 17.025 

17.025,17.025 


$D, SE 

NA, NA 

NANA 

NA, NA 

NANA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

17.025 

17.025 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA, NA 

17.025, 17.025 

17.025, 17.025 


5%, 95% 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA NA 

12040.800,27426200 

12040,800,2741200 

0.000, NA 

NANA 

0.000, NA 


SD,SE 

NANA 

18905.1000,10914.8000 

18905.1000, 10914.8000 

NA, NA 

NA, NA 

NA NA 


MEDIAN 

NA 

1962.420 

1962.420 

0.000 

NA 

0000 


MIN, MAX 

NANA 

310.423,33849.673 

310.423.33849.673 

0.000,0.000 

NA. NA 

0 . 000 , 0.000 


5 %. 95% 

NANA 

310.423,33849.700 

310.423,33849.700 

NANA 

NANA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 396of?) 


Lab: Harrogate 

Biomarker. Cotinine Gluruonide (nmoVL) 
Timepoint: Week 3 _ 


Characteristic 



Smoke is 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American's lack 

N 

0 

i 

1 

1 

2 

3 


MEAN, GEO MEAN 

NANA 

13333.400,13333.400 

13333.400,13333,400 

0.000, NA 

0.000, NA 

0.000, NA 


SD.SE 

NA.NA 

NANA 

NA, NA 

NANA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

13333.400 

13333.400 

0.000 

0.000 

0.000 


MIN, MAX 

NA NA 

13333.413, 13333.413 

13333.413,13333.413 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5%, 95% 

NA, NA 

NA. NA 

NANA 

NANA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

9575.360,57582280 

12541.500,8280.000 

11340.900,7147.990 

9.567. NA 

1.943, NA 

5.443, NA 


SD.SE 

7119.6800,1726.7800 

10322.0000,2064.4000 

9182.5900,1416.9000 

16.4295,3.1049 

4.8051,0.8365 

12.1841,1.5600 


MEDIAN 

8817.820 

8595.360 

8706.590 

3.405 

0.000 

0.000 


MIN, MAX 

81.153, 23770.305 

900.623,37456.135 

81.153,37456.135 

0.000,78.883 

0.000,19.863 

0.000,78.883 


5%, 95% 

81.153, 23770.300 

1770.600,29846.500 

900.623,27258.700 

0.000,36320 

0.000,14.755 

0,000,22.133 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

na,na 

NANA 

NA NA 

28.943,28.943 

28.943,28.943 


SD, SE 

NA,NA 

na,na 

NA, NA 

NANA 

NA, NA 

NA.NA 


MEDIAN 

NA 

NA 

NA 

NA 

28.943 

28.943 


MIN, MAX 

NA, NA 

NA, NA 

NANA 

NA, NA 

28.943,28943 

2X943, 28.943 


5%, 95% 

NA, NA 

NA, NA 

NA NA 

NANA 

NA, NA 

NANA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

8542.580.2141.040 

8542.580, 2141.040 

0.000, NA 

NANA 

0.000. NA 


SD.SE 

NA, NA 

12390.4000,7153.6300 

12390.4000,7153.6300 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

2692.790 

2592.790 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

160.035,22774,910 

160.035,22774910 

0.000,0.000 

NANA 

0.000,0.000 


5%, 95% 

NA, NA 

160.035,22774.900 

160.035,22774.900 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OP 24-HOUR URINE BIOMARKERS OP EXPOSURE BY TIMEPOINTFOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 397 of 7) 


Lab: Harrogate 

Biomarken Cotinine Giuruonide (nmol/L) 

Timepoint: Overall' 

Characteristic 



Smokets 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

■ 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

11707.500, 11707.500 

11707.500,11707.500 

0.000, NA 

0.379, NA 

0.252, NA 


SD.SE 

NA.NA 

NA.NA 

NA.NA 

NA.NA 

0.5353,0.3785 

0.4371,0.2523 


MEDIAN 

NA 

11707.500 

11707.500 

0.000 

0.379 

0.000 


MIN. MAX 

NA.NA 

11707.500,11707.500 

11707.500,11707500 

0.000,0.000 

0.000,0.757 

0.000, 0.757 


5%, 95% 

NA. NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.757 

0.000,0.757 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN. GEO MEAN 

11720.700, 6790.710 

13058.20a 8110.420 

12534900.7565.940 

11674, NA 

1992, NA 

7.437, NA 


SD.SE 

10966.1000,2584.7400 

12415.8000,2346.3600 

11762.5000,1734,2800 

18.4095,3.4791 

5.2941,0.9216 

13.8247, 1.7701 


MEDIAN 

9090 3 10 

7428.200 

8028.620 

4.824 

0.000 

1.135 


MIN, MAX 

75.478,44996.300 

430.165,53864.600 

75.478,53864.600 

0.000,74.910 

0.000,23268 

0.000,74.910 


5%, 95% 

75.478,44996.300 

1947.850, 31626,000 

1197.990,31626,000 

0,000, 51400 

0.000,15.134 

0.00a 33193 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NA, NA 

13.079,23.079 

13.079,23.079 


SD.SE 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

23-079 

23.079 


MIN, MAX 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

23.079,23.079 

23.079, 23.079 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

Other 

N 

0 

3 

3 

1 

0 

I 


MEAN, GF.O MEAN 

NA, NA 

10044.600,2562.300 

10044.600.2562.300 

0568,0.568 

NA, NA 

0.568,0.568 


SD.SE 

NA.NA 

14834.2000, 8564.5500 

14834.2000,8564.5500 

NA, NA 

NA, NA 

NA.NA 


MEDIAN 

NA 

2803.830 

2803.830 

0.568 

NA 

0.568 


MIN, MAX 

NA, NA 

221.325,27108.700 

221.325.27108,700 

0.568,0.568 

NA. NA 

0568,0.568 


5%, 95% 

NA, NA 

221.325,27108.700 

221.325,27108.700 

NA, NA 

NA, NA 

NA, NA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does no« apply ss the BLQ values were convened to the upper limit of the 
BLQ (e g., r <1.234'will he used as '1.234') for the averages across visits within a subject thus elimin&ig alt BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 39S of?) 


Lab: Harrogate 

Biomarker Cotinine Glunxmide (nmol/24hr? 
Timepoint: Week 1 _ 


Characteristic 



Smoke re 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Miile 

Female 

Overall 

African Americ an/ Black 

N 

0 

1 

i 

i 

2 

3 


MEAN, GEO MF.AN 

NANA 

1 1685.60a 1 16 &S .600 

11685.600. 11685.600 

0.000, NA 

0.000, NA 

0.000, NA 


SD.SE 

NA. NA 

NANA 

NANA 

NANA 

0.0000,0.0000 

0.0000, O.OCOO 


MEDIAN 

NA 

11685.600 

11685.600 

0.000 

0.000 

0.000 


MIN, MAX 

NANA 

11685.597,11685.597 

11685.597,11685 597 

0.000,0.000 

0.000,0.000 

0.000,0.000 


5*, 95% 

NA, NA 

NANA 

NA, NA 

NA* NA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

17009.600,9702.850 

17610.400,11772-300 

17410.500,10914.500 

19.319, N A 

6.685, NA 

12.484, NA 


SD. SE 

16437.9000.3874.4400 

13032.5000,2462.9200 

14284.6000,2106.1400 

31.8831,6.0253 

17.8234,3.1027 

25.8295,3.3071 


MEDIAN 

14284.800 

13807.000 

13807.000 

4,169 

0.000 

0000 


MIN, MAX 

100.822,68661.683 

284.034,52173.823 

100.822,68661.683 

0.000,106.872 

0.000,75,621 

0.000, 106.872 


5%, 95% 

100.822,68661.700 

1350.340,40028.100 

1350.340, 40028.100 

0.000,106.084 

0.000,72.395 

0.000,75.621 


BLQ Values Included 

0 

0 

0 

17 

29 

46 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NANA 

NA NA 

NANA 

NANA 

31.877,31.877 

31.877,31,877 


SD, SE 

NANA 

NANA 

NANA 

NA NA 

NA, NA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

31.877 

31.877 


MIN, MAX 

NA NA 

NANA 

NANA 

NA, NA 

31.877,31.877 

31.877,31.877 


5%, 95% 

NANA 

NANA 

NANA 

NANA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

22213.100,5736 890 

22213.100,5736.890 

1.379, 1.379 

Nana 

1.379, 1.379 


SD, SE 

NANA 

33267.7000,19207.1000 

33267.7000, 19207,1000 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

5559.300 

5559.300 

U79 

NA 

1.379 


MIN, MAX 

NA, NA 

56l.202.W518.8S4 

561.202,60518.854 

1.379,1.379 

NA, NA 

1.379.1.379 


5%, 95% 

NANA 

561.202,60518.900 

561.202,60518.900 

NA NA 

NANA 

NA NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 399 of?) 


Lab: Harrogate 

Bioroarker Cotinine Gluruonidc (nmol/24hr) 
Timepoim: Week 2 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN. GEO MEAN 

NA.NA 

18103.500, 18103.500 

18103.500. 18103,500 

0.000, NA 

0.749, NA 

0.499, N A 


SD.SE 

NANA 

NANA 

NANA 

NANA 

1.0592 0.7490 

0.8649,0.4993 


MEDIAN 

NA 

18103.500 

18103.500 

0.000 

0.749 

0.000 


MIN, MAX 

NANA 

18103.500,18103,500 

18103.500, 18103.500 

0 .000,0.000 

0.000,1.498 

0.000,1.498 


5% t 95% 

NA. NA 

NANA 

NANA 

NA, NA 

0.000,1.498 

0.000,1.498 


BLQ V aluc s Include d 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

15578.800,9437.530 

19738.500,14711.700 

18074.600,12H8.000 

24.654, NA 

8.254, NA 

15.782, NA 


SD, SE 

12580.2000,2988.7600 

14276.3000. 2747.4800 

13667.7000,2037,4600 

44.9218, 8.4894 

15.1780,26421 

33.1490,4.2443 


MEDIAN 

14129.700 

14973.800 

14973.800 

4.055 

0.000 

1.396 


MTN, MAX 

66.398,54491.407 

523,023,68665.452 

66.398, 68665.452 

0.000,203.789 

0.000,54.934 

0.000,203.789 


5%, 95% 

66.398, 54491.400 

3575.520, 40276.000 

2719.960,40276.000 

0.000,103.00! 

0.000,44.129 

0.000,73.080 


Q Values Included 

0 

0 

0 

16 

2 S 

44 

Nalive American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NANA 

NA NA 

NA, NA 

33.199, 33.199 

33.199,33,199 


SD, SE 

NANA 

NA NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

13.199 

33.199 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

33.199, 33.199 

33.199,33.199 


5%, 95% 

NA, NA 

NA.NA 

NA, NA 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

l 


MEAN, GEO MEAN 

NA, NA 

19824.800, 4312.900 

19824,600,4312900 

0,000, NA 

NANA 

0.000, N A 


SD, SE 

NA, NA 

31230.0000,18030.6000 

31230.0000, 18030.6000 

NANA 

NA, NA 

NANA 


MEDIAN 

NA 

3169.300 

3169.300 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

453-218,558S1.960 

453.218,55851.960 

0 .000,0.000 

NA NA 

0 .000.0.000 


5%, 95% 

NANA 

453.218,55852000 

453.218,55852.000 

NANA 

NA NA 

NANA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

l 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC RACE 

(Page 400 of?) 


Lab: Harrogate 

Biomarker. Cotinitie Gluruonide (nmDl/24hr) 
Tiroepoint: Week 3 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA, NA 

17800.100, 17800,100 

17800.100, 17800.100 

0.000, NA 

0.000, NA 

0 .000, NA 


SD.SE 

NA, NA 

NA.NA 

NA. NA 

NA. NA 

0 .0000.0.0000 

0 . 0000 . 0.0000 


MEDIAN 

NA 

17800.100 

17800.100 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

17800.106, 17800.106 

17800.106, 17800.106 

0 .000.0.000 

0 .000,0.000 

0 .000,0.000 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0 .000,0.000 

0 .000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

17262.700,9735.880 

19280.000,15170.900 

18463.500,12677.700 

16.671. NA 

3.937, NA 

9.782, NA 


SD.SE 

13557.2000, 3288.1100 

11832.4000, 2356.4800 

12437.2000,1919.1100 

27.7821, 5.2503 

10.6944,1.8617 

21.1959,2.7139 


MEDIAN 

14321.900 

17401.000 

16848.200 

4562 

0.000 

0.000 


MIN, MAX 

85.048, 48342.568 

1675.159,48692.976 

S5.Q48, 48692,976 

0.000,105.328 

0.000,52.637 

0.000, 105.328 


5%, 95% 

85.048, 48342.600 

3346,430,3717&400 

1675.160,37176.400 

0.000,102,548 

0.000, 27.739 

0.000, 42.948 


BLQ Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

I 

I 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

50.216, 50.216 

50.216,50.216 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

50.216 

50.216 


MIN, MAX 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

50.216, 50.216 

50.216,50.216 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Inrhxfed 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

8653.590,2314.960 

8653.590.2314.960 

0 .000, NA 

NA, NA 

0 .000 , na 


SD,SE 

NA, NA 

12787.3000,7382.7600 

12787.3000,7382.7600 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

2369.650 

2369.650 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

224.049, 23367.058 

224.049,23367.058 

0 .000,0.000 

NA, NA 

0.000,0.000 


5%, 95* 

NA, NA 

224.049,23367.100 

224.049,23367.100 

NA, NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TLMEFOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 401 of?) 


Lab: Harrogate 

Biomarker: Cotiniite Glumonide (nmol/24hr) 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmertcaiYBIack 

N 

0 

1 

1 

1 

2 

3 


MEAN, GEO MEAN 

NA NA 

15863.100,15863.100 

15863.100, 15863.100 

0.000, NA 

0.250, NA 

0.166. NA 


SD.SE 

NANA 

NA.NA 

NANA 

NANA 

0.3528,0.2495 

0.2881,0.1663 


MEDIAN 

NA 

15863,100 

15863.100 

0,000 

0.250 

0,000 


MIN, MAX 

NA, NA 

15863.100,15863.100 

15863.100, 15863.100 

0.000,0.000 

0.000,0.499 

0.000,0.499 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NA, NA 

0.000,0.499 

0.000,0.499 

Caucasian 

N 

IS 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

16709.600, 10031.400 

18288.700,13743.000 

17670,800,12150.200 

20.215, NA 

6.292, NA 

1X683, NA 


SD.SE 

13467.5000,3174.3200 

12311.1000,2326 5900 

12651.7000, 1865.3900 

29.9166,5.6537 

12.2713,2.1362 

23.0651,19532 


MEDIAN 

16733.600 

15693.500 

16175.200 

6.685 

0.000 

1217 


MIN, MAX 

84.089,57165.200 

827.405,46589500 

84.089,57165.200 

0.000, 104.966 

0.000, 48.839 

0.000,104.966 


5%, 95% 

84.089,57165.200 

3648.460,42236.000 

1859.720,42236.000 

0.000,97.288 

0,000, 42.815 

0.000,50.161 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

38.431, 38.431 

38.431.38.431 


SD.SE 

NA, NA 

NA, NA 

NA NA 

NANA 

NA NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

38.431 

38.431 


MIN, MAX 

NA.NA 

NA, NA 

NANA 

NANA 

38.431,38.43! 

38.431,38.431 


5%, 95% 

NA, NA 

NA, NA 

NANA 

NANA 

NA, NA 

NANA 

Other 

N 

0 

3 

3 

\ 

0 

l 


MEAN, GEO MEAN 

NA, NA 

16897,200,4143.460 

16897.200, 4143.460 

0.460.0.460 

NA, NA 

0.460,0.460 


SD, SE 

NA, NA 

25757.9000.14871.4000 

25757.9000.14871.4000 

NA, NA 

NA, NA 

NANA 


MEDIAN 

NA 

3699.420 

3699.420 

0.460 

NA 

0.460 


MIN, MAX 

NA, NA 

412.823,46579.300 

412.823, 46579.300 

0,460,0.460 

NANA 

0.460,0.460 


5%, 95% 

NA, NA 

412.823,46579.300 

412.823,46579.300 

NA, NA 

NA NA 

NANA 


' Overall values calculated by first averaging the results across visits within a subject, tlisii calculating the descriptive statistics across subjects. Count of BLQ values docs n<* apply as the BLQ values were converted to the upper limit of the 
BLQfe.g., '<1.2:14' will be used as '1.234b for the averages across visits within a subject thus eliniinatig till BLQ values for the overall statistics. 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC; RACE 

(Page 402 of 7) 


Lab; Harrogate 

Biomarken Cotjnine Glumonide (nmoltag Crestin) 
Timepcuit: Week 1 _ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

i 

1 

1 

2 

3 


MEAN. GEO MEAN 

NANA 

7.987.7.987 

7.987,7.987 

0.000, NA 

0.000, NA 

0.000. NA 


SD,SE 

NA, NA 

NANA 

NA, NA 

NANA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

7.987 

7.987 

0,000 

0.000 

0.000 


MIN, MAX 

NANA 

7.987, 7.987 

7.987, 7.987 

0.000, O.UOO 

0.000, 0.000 

o.ooo, a ooo 


5 %, 95 % 

NA NA 

NA, NA 

NA, NA 

NA NA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

23 

46 

28 

33 

61 


MEAN, GEO MEAN 

11,128,7.340 

14.917,10.592 

13.434.9.176 

0.012.NA 

0.005, NA 

0.008, NA 


SD.SE 

7.4252,1.7501 

9,5405, 1.8030 

8.8847,1.3100 

0.0216,0.0041 

0.0129,031022 

0.0176,0.0022 


MEDIAN 

10.682 

14.909 

12.977 

0.002 

0.000 

0.000 


MIN, MAX 

0.095, 27.231 

0.236,37.103 

0.095, 37.108 

0.000,0.075 

0000,0.055 

aooo, 0.075 


5%, 95% 

0,095,27.231 

1.535,33.762 

1.495, 32.060 

0.000,0.066 

0.000,0.049 

0.000.0.055 


BLQ Values Included 

0 

0 

0 

17 

29 

46 

Native American 

N 

0 

0 

0 

0 

i 

i 


MEAN, GEO MEAN 

NA, NA 

NANA 

NANA 

NANA 

0.036.0.036 

0.036,0,036 


SD.SE 

NANA 

NANA 

NA, NA 

NANA 

NANA 

NANA 

*• 

MEDIAN 

NA 

NA 

NA 

NA 

0.036 

0.036 


MIN, MAX 

NANA 

NANA 

NANA 

NA NA 

0.036,0.036 

0.036,0.036 


5%, 95% 

NA, NA 

NANA 

NA, NA 

NA NA 

NA, NA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

i 

0 

i 


MEAN, GEO MEAN 

NANA 

13.598,4,055 

13.598,4.055 

0.001,0.001 

NANA 

aoo 1 , 0.001 


SD, SE 

NANA 

20.0692, 11.3869 

20.0692,11.5869 

NA, NA 

NA NA 

NA f NA 


MEDIAN 

NA 

3.584 

3.584 

0.001 

NA 

0.001 


MIN, MAX 

NA, NA 

0.507, 36.704 

0.507.36.704 

0.001,0.001 

NANA 

0.001,0.001 


5%, 95% 

NANA 

0.507,36.704 

0.507, 36,704 

NANA 

NANA 

NA, NA 


BLQ V alues Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14,4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 403 of?) 


Lab: Harrogate 

Biomarken Cotinine GJuruonide (nmol/rag Creatin) 


Timeooint: Week 2 .............—- 

Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African AmericaiV Black 

N 

0 

i 

i 

i 

2 

3 


MEAN, GEO MEAN 

NA.NA 

12.387. 12.387 

12.387,12.387 

0.000, NA 

0.001, NA 

0.000, NA 


SD.SE 

NA.NA 

NA, NA 

NA, NA 

NA, NA 

0.0007,0.0005 

0.0006,0.0003 


MEDIAN 

NA 

12.387 

12.387 

0.000 

0.001 

OIXX) 


MIN, MAX 

NA,NA 

12.387, 12.387 

12.387,12.387 

0,000,0.000 

0.000.0.001 

0.000,0.001 


5%, 95% 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

0.000,0.001 

0.000, 0.001 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

18 

27 

45 

28 

33 

61 


MEAN, GEO MEAN 

10.408,6.935 

15.401,11.598 

13,404,9.441 

0.017, NA 

0.006, NA 

0.011, NA 


SD, SE 

6.8410, 1.6124 

11.2610,2.1672 

9.9565,1,4842 

0.0382.0.0072 

0.0105,0.0018 

0.0273,0.0035 


MEDIAN 

10.268 

13.819 

11.760 

0.003 

0.000 

0.001 


MIN, MAX 

0.074,26.176 

0.522,53.877 

0.074, 53.877 

0.000,0.195 

0.000,0.039 

0.000,0.195 


5%, 95% 

0.074,26.176 

2.801, 34.914 

2.444,34,082 

0.000,0.058 

0.000, 0.026 

0.000.0.039 


BLQ Values Included 

0 

0 

0 

16 

28 

44 

Native American 

N 

0 

0 

0 

0 

I 

i 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA, NA 

NA.NA 

0.045,0.045 

0.045,0.045 


SD.SE 

NA, NA 

NA, NA 

NA, NA 

NA, NA 

NANA 

NANA 


MEDIAN 

NA 

NA 

NA 

NA 

0.045 

0.045 


MIN, MAX 

NA, NA 

NA, NA 

NA,NA 

NA, NA 

0.045,0.045 

0.045,0.045 


5%, 95% 

NA, NA 

NA, NA 

NA. NA 

NA, NA 

NANA 

NA, NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

I 

0 

1 


MEAN, GEO MEAN 

NA, NA 

14.287,3.843 

14.287, 3,843 

0.000, NA 

NA NA 

0.000, NA 


SD, SE 

NA, NA 

21.2346, 12.2598 

21.2346 122598 

NANA 

NANA 

NANA 


MEDIAN 

NA 

3.738 

3.738 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

0.392,38.730 

0.392, 38.730 

0.000,0.000 

NA. NA 

0.000,0.000 


5%. 95% 

NA. NA 

0.392, 38.730 

0.392,38.730 

NA, NA 

NA.NA 

NA. NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOINT TOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 404 of 7) 


Lab: Harrogate 

Biomarker: Cotinine Gluruomde (nmol/mg Great in) 
Timepoint: Week 3 ___ 


Characteristic 



Smokers 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Maks 

Female 

Overall 

African American/Black 

N 

0 

i 

i 

i 

2 

3 


MEAN. GEO MEAN 

NANA 

10,718,10.718 

10,718,10.718 

0.000, NA 

0.000, NA 

0.000, NA 


SD, SB 

NANA 

NANA 

NANA 

NANA 

0.0000,0.0000 

0.0000,0.OCOO 


MEDIAN 

NA 

10.718 

10.718 

0.000 

0.000 

0.000 


MIN, MAX 

NA, NA 

10.718,10.718 

1U.718,10.718 

0.000,0.000 

0,000,0.000 

0.000,0.000 


5%, 95% 

NA NA 

NANA 

NANA 

NA, NA 

0.000,0.000 

0.000,0.000 


BLQ Values Included 

NA 

0 

0 

1 

2 

3 

Caucasian 

N 

17 

25 

42 

28 

33 

61 


MEAN, GEO MEAN 

11.268,7.027 

15.569, 12.491 

13.828,9.896 

0,009, NA 

0lOO3,NA 

0.006, NA 


SD, SE 

7.7146,1.8711 

10.1975,2.0395 

9.4160,1.4529 

0.0155,0.0029 

0.0088,0.0015 

0.0125,0.0016 


MEDIAN 

9.472 

14.683 

14,169 

0.003 

0.000 

0.000 


MIN, MAX 

0.075,22.527 

1.668,49.743 

0.075,49.743 

0.000, Ol060 

0.000,0,035 

0.000,0.060 


5%, 95% 

0.075, 22.527 

2.890, 34.847 

1.863,24.778 

0.000,0.057 

0.000,0.028 

0.000, 0.028 


BIX) Values Included 

0 

0 

0 

16 

31 

47 

Native American 

N 

0 

0 

0 

0 

1 

! 


MEAN, GEO MEAN 

NA NA 

NANA 

NANA 

NANA 

0.067,0.067 

0.067,0.067 


SD, SE 

NANA 

NA NA 

NANA 

NA, NA 

NA, NA 

NA, NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.067 

0.067 


MIN, MAX 

NA, NA 

NANA 

NA, NA 

NA. NA 

0.067,0.067 

0.067,0.067 


5%. 95% 

NANA 

NANA 

NANA 

NANA 

NANA 

NA NA 


BLQ Values Included 

NA 

NA 

NA 

NA 

0 

0 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NA, NA 

14.554,2.976 

14,554,2.976 

0,000, NA 

NA, NA 

0,000, NA 


SD, SE 

NA NA 

22.8955,13.2187 

22.8955, 13.2187 

NA, NA 

NANA 

NA, NA 


MEDIAN 

NA 

2.437 

2,437 

0.000 

NA 

0.000 


MIN, MAX 

NA, NA 

0.264.40 962 

0.264, 40.962 

0.000,0.000 

NANA 

0.000.0.000 


5%, 95% 

NA NA 

0.264,40.962 

0.264,40.962 

NANA 

nana 

NA, NA 


BLQ Values Included 

NA 

0 

0 

1 

NA 

1 
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TABLE 14.4-8 

DESCRIPTIVE STATISTICS OF 24-HOUR URINE BIOMARKERS OF EXPOSURE BY TIMEPOWT FOR DEMOGRAPHIC CHARACTERISTIC: RACE 

(Page 405 of?) 


Lab: Harrogate 

Biomarker Cotiaine Gluruonide (nmol/nig Creatin) 

Timenoinr Overall’ 

Characteristic 



Smokeis 



Non-Smokers 


Statistic 

Male 

Female 

Overall 

Male 

Female 

Overall 

African American/Black 

N 

0 

l 

i 

1 

2 

3 


MEAN, GEO MEAN 

NA.NA 

10.364.10,364 

10.364, 10.364 

0.000, NA 

0.000, NA 

0.000, NA 


SD, SE 

NANA 

NANA 

NANA 

NANA 

0.0000,0.0000 

0.0000,0.0000 


MEDIAN 

NA 

10.364 

10.364 

0.000 

0.000 

0.000 


MIN, MAX 

NANA 

10364,10364 

10364, 10364 

0.000,0000 

0000,0.000 

aooo, 0,000 


5%, 95* 

NANA 

NA, NA 

NA,NA 

NANA 

0.000,0.000 

0.000,0.000 

Caucasian 

N 

18 

28 

46 

28 

33 

61 


MEAN, GEO MEAN 

10.959,7.253 

15.142,11.737 

13.505,9.722 

0.01 3, N A 

0.005. NA 

0,008, NA 


SD, SE 

7.0907,1.6713 

9,6698,1.8274 

8.9083,13135 

0.0213,0.0040 

0.0095,0.0017 

0.0164,0,0021 


MEDIAN 

11.094 

15.291 

13.028 

0.003 

0.000 

0.002 


MIN, MAX 

0.081,23.794 

0.809,38.906 

0.081,38.906 

0.000,0.091 

0.000,0.038 

0.000,0.091 


5%, 95% 

0.081,23.794 

2.438, 38.061 

2.066,34.230 

0000,0061 

0.000, 0036 

aooa o.038 

Native American 

N 

0 

0 

0 

0 

1 

1 


MEAN, GEO MEAN 

NA, NA 

NA, NA 

NA.NA 

NANA 

0049.0049 

0049.0.049 


SD. SE 

NANA 

NANA 

NA, NA 

NA, NA 

NANA 

NA NA 


MEDIAN 

NA 

NA 

NA 

NA 

0.049 

0.049 


MIN, MAX 

NANA 

NA.NA 

NA, NA 

NANA 

0.049,0.049 

0.049,0.049 


5%, 95% 

NA NA 

NANA 

NA, NA 

NA, NA 

NA NA 

NA NA 

Other 

N 

0 

3 

3 

1 

0 

1 


MEAN, GEO MEAN 

NANA 

14.147. 3.659 

14.147,3.659 

0.000. NA 

NANA 

0.000, NA 


SD, SE 

NANA 

21.3976,123539 

21.3976,123539 

NA NA 

NANA 

NA NA 


MEDIAN 

NA 

3.253 

3.253 

0.000 

NA 

0.000 


MIN, MAX 

NANA 

0,388,38.799 

0.388,38.799 

0.000,0.000 

NANA 

0.000,0.000 


5%, 95% 

NANA 

0.388,38.799 

0388, 38.799 

NA, NA 

NA NA 

NANA 


' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
RI.Q {e.g., 'el .234' will be used as T.234 1 ) for the averages across visits within a subject thus eliminatig ail BLQ values for Ehe overall statistics. 
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